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Preface 



Jhe Pharnjaco logic a/id Somatic Treatments Research Branch v^as pleased 

0 

to sponsor "this workshop In keeping with its commlWent to provide a/%xJ 
encourage' the development of Information concerning ethical Issues In 
research with human subjects, . ^ . ' 

The workshop's title, "Emplrlca,! ResearcTi on hn*ormed Consent with 
Subjects of Uncertain Competence"-, was care^ujly chosen to* reflect Its 
scope. It was a 'workshop' - not a conV^/ance; the participants were 
talking to each. otherVather than to an Audience, They were Invited' to ^ 
discuss their work Irv progre^S'and to consider possible areas for ' 
collaboration. The f ocusrHfras -upon 'empirical research-^^ - daifa* der I ved from 
controlled and systematic studies rather than from anecdotal reports or ^ 
theore'tlcal analyses. The population was 'subjects' • persons who are th© * 
focMs of research Inquiry - ra+her than patients In a tre"atment setting, - 
And, , final ly, the term ,'u.ncertaln competence' W^s develope^^ to describe'* 
persons whose ability to make decisions on their ow^ behalf Is not 
as.certafhed at the time of entry' Into ^consent n^got.I at lo/is • It' was 
considered a ternr with the Heast pejorative Implications,'" \s 



The participants were Invl.ted oh the basis on their Inte^'est In and 
co'ntrlbutlons to the focal topic. (See Lls't of Part Ic I pants for relev;anil- 
publications and act I v I't I es ) . Invited g^jests Included research associates 
o^ the major participants, Investigators planning or currently engaged In 
related research - enqu I r I es, public of f Ic I a I s ' hav Ing policymaking or 
advisory roles In the development o.f guidelines or regulatlo'ns for the 
protection o/ human subjects In research, and'NIMH staff 'from extramural 
grants programs and review committees, (See Ll'st o* Invited Guests In 
Awpjendlx.) • , " .\ v 

One of the most Important features of the workshop was" the opportunity 
^for parflclp^nts and guests to engagevln'an informal exchange of 
Information and of Ideas concerning research strategies. It Is hoped that 

' * - 'v " \ ■ ■ ' ' ' 

the beneMts this sharing will become manifest In a higher qualIty~of 
research more' c I ear l^y focuse^ on and target&d to res.olutlo'n of'the problems 
IdentlfTeX ' ' V 



I 
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Pharmacologic and Somatic Treatments 
Research Branch* NIMH 

' ■ •• # • 

In January of 1981, the Pharmacolog Ic and Somatic Treatments Research 
Branch of t|ie .Nat lona I Institute of Mental Health sponsored a workshop for 
Investigators currently engaged tn empirical research on the ^toplc 
-^Informed consent with subjects of uncertain competence". The National 
f:nstltute of Mental Health suppoi^ts a large number of research grants 
Invoivlng 'Individuals character I zabJ e as of "uncertain competence"/ These 
persons faH within the broad' de* I n. It Ion of "m*entall^ cjlsable^rf", defln^ed 

by proposed DHHS regulations as "those who are mentally II U mental, ly 

*'••»- 
retarded, emotionally disturbed, psychotic or senile"^, *(See Federal*" 

♦ ' ... / . " * . 

Register: '43:223:53954, 1978) • A major concern for Invest' IgatdVs 

con^'ductlng r©searcK * w«Ith tHese populations Is 'h,ow to d 1st I Agu Ish • between 

^subjects who are capable o** g,lvlng consent on their own behalf and 'those 

who are not. ^ ^ • , . ^ • ' 

.Informed consent from subjects Is a normative retirement In /npst 

research supported by the DHHS. Federal regulations descrlb-e thre 

circumstances under which this* consent must be obtalneid and list Items of 

Information considered sufficient to meet standarcM *or adequate 

disclosure' (.See Appendix). The regulat/lons mandate that consent be ' 

obtaj^ned *rora. "competent" subjects but there Is no guidance avalJabNe to 

assist thoset whio are delegated responsibility for determining competence. 



It remains unc I ear " whet her the more tr«dItronal legal and 'p?ych I atr I c 
criteria are appropriate In the research setting as compared with the 
criminal trial or treatment setting. Should there be universally 

- appi Ica-'ble competency criteria or should there*be performance criteria' 
_ta'llorea to meet speclfjc situations or Individual abilities? Should 

the standard for competency be flexible accordln'g to the dagree of risk/ 
•Inherent In^ the proposed research?' We still Hnow very little about the 
process o* dec I s lon-raak I ng In' th,e rese-arch setting. What motivates 
subjects to consent to or -refuse research participation? What \nder I y I ng 
values Influence .Investigators, family members or delegated 

. y ° i « . 

.repre.sen.tatl ves fn. their determ Inat I ons .of ' another » s competency? We need 
^to Idenflfy and^ understand the multiple factors that Influe^nce, hlnder^and 
^ijjiance bo^h bf these decision-making processes'. 

- . The works\op. goals were 1) to evaJuate the current status of 

\ ^ ■ 

empirical research about competence and Informed consent; 2) to Ideotify- — 

and target^prob I em areas, In need 'of further Inquiry; 3nd 3) to discuss and 

explore development of appropriate resources and, methodolog les fof use In 

such res.earchy To enhance the quality of the discussion ^ number of 

backgroun<i paper's were prepared Vt) advance an.d^^-cl rcu l.ated "to 'all 

participants. These'- papers and some'' add It Ion al mater I'a Is haVe "been " 

• - * • ' 

col I.ected' here with the Intent Ipn ' of ' s#1mu I at I ng Int§rest*ln and .. 

encouraging "research 6n the topic, of competeAcy and consent. • 

The *lrst three papers address' the question, "^fh^t would l-t mean to 

be competent enough to consent to or refuse p'art Ic I pat loh f/i research?". 



\The authors were asked to Identify the range of practical and theoretical 
conditions of competence sufficient to consent from the . per spect I ve of 
their separate disciplines, Bernard Gert and Charles Culver provide the 
philosophical overview, Alan Melsel the legal overview and Paul Appelbaum 
and Loren Roth the psych I atr 1 1 over v I e w, #e 

The fourth paper presents a ra-vlew of the literature for empirical 
Studies on competence and consent. In •her review, Barbara Stanley 
h Igh I Ights sofne questions which have not taen addressed and some *lndlngs 
which require replication an4. further Invest I gaf Ion • I have exercised the 
editorial j Iberty of appending a supp I e/nentary,, expanded bibliography to 

complement the author's assigned focus upon ,^hnp I r I ca I research, 

' . ' ■» 

The final paper Is a summary of the workshop discussion l-n which* 

• * ^» * 

^participants were ask^d to Identify an agenda for future research* Ruth 
Faden, the workshop co-chalr, lists the five major areas which emerged as 
most deserv^lng of attention and o^ffers ^ome practical methodologlc 
consideration^ f or/ In vest Igators planning research In these areas. 

The "Append Ix : conta I ns 1) a short paper describing some new 
Imp I Icat Ions .f or Informed 'consent offered by recently promu I gatqd -DHH^ 
regul atIo>is ; 2). a presentation o^ the regu I at Ions* o/i consent, listing the 
itqms of Information required for d I sc I osure ,\ the circumstances under, 
which these may be^walved or altered, the requirements for documentation 
of consent and the ' c Ircumstances under which these may be Waived;, 3) the 
original workshop agenda; and 4) a list o* the workshop Invited guests, 

ff .Is hope^ that- these documents will be useful and provocative. 
This workshop has mad-e* a begln>ilng^- there^ Is much that remains to be 
donel 

-< 

X 

^ 1 , 

ft ^ • ■ ' ^ • 
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Competence to Consent: A Riilosophical Overview 



Obviously we are primarily concerned with the. cpncept of 
competence l(j^cause> it is directly relevant to the question of 
valid consent, but' we believe that there is no special sense of 
competence^ whicff is related to valid confident. Rather the concept 
of competence remains the same, ijamely, having the ability to 
perjform those tasks that someone' (in that position) is supposed 
to have, though since it is always related to some particular 
task or group of task;^', the criteria for determining whether or ' 
not ..Someone is competent to perform thjat task is determined by • 
%he nature of the task. Thus we shall begin by analyzing the 
general concept of competence, and then we/shall relate* it to the 
problem of valid' consent. } s 

The' sentences "John is competent" and "John is incompetent" 
do not. express complete statements. Of cburse, the context may 



make it clear what is being expressed by 
example, if we are' discussing whether or 
our taxes, it is quite clear that the 

7 



these sejitences.l Par, 
not to hire JphiP to do 
e_"John i^ 



incompetent" mearS John is incompetentX tp^' do <^he •s^-%fixes. iBut • 
noj^ all incompetence is attsfBhed to offices or positions or jobs. 
Someone; can be incompetent , i n what might be regarded as a more 
fundamei^tal sense, namely be may be incompetent to pej-^om 'Some 
activity that almost all normal adult r(Mian beings can perform. 



This is not really a different sense of incompetence^ it is 
rather that^ the person ^is incompetent to do more fundamental 

activities than, those involved* in some specific office or' job. 

if 

Par example, a person may be incompetent to feed' himself . He may 

simply be unable to figure out what or how to eat. ^e sense of 

incompetence here is exactly^ the same as that which' is. involved 

in filling out tax returns. In both cases there is a specific 

task: ,to be performed and a person who is unable tp perform that 

task.' The only difference, and i,t is a big practical difference, 

is that only those who occupy some position involving the making 

out of tax returns count as incompetent when they cannot do so, 

whereas anyone who cannot understand how to feed himself is 

regarded as incompetent. • ' = 

But though competence always involves the ability to plo some 

particular task, competence is not merely a synonym for ability. 

If someone cannot run a marathon, we do not say that he is 

incompetent to run a marathon, rather we say'that.he lacks the 

physical ability to do so. Competence involves mental or 

volitional rather than physical abilities^ But lack of ^suoh 

abilities does^not by itself involve incompetence. If one does 

not have the mental ability to do ctheoretical physic^ it would at 

least be misleading tg say that theywere^incompetent to do ' 

theoretical physics, unless they were in same position in which 

r .... 
it is expected that they have that cental ability. To re^turn to 

/ 

our first example, when we say that John is incompetent to. do 
one's taxes, this implies that John is an accountant or has a job 

sic ■ ' • 



that involves making out tax returns: It is only\with ♦ 

accountants, etc.. ' that lack of ability to make out tax returns 

counts as incompiet^nce. ... ' 

. As no'ted before, to say of someone that he is incompetent 

demands a corfEe'xt,. *A person is not simply incompetent; he is 

incompetent .to do x,-' or x and y, or x,y, and z, etc. It ig 

p6Bsible for someone to be incompetent to do any of the things 

that a normal adult human^ being can do: new born infants are' 

incompetent in thds total wajf, and so a*re -some adults. We can 

regard them as fotally incompe.'^nt and no philosophical problems 

arise in- determining that jthey are incompetent wit»b regard tojSny-> 

task, no matter how described. Philosophicar problems arise i'n 

deciding whether someone who is compe'tent to do s-ome things is • 

competent to do a particular kind of ,-actiofi, or make a particular 

kind of decisioft.* How Is one to decide thesg^ issues? Here it 

should, be noted that the more precisely described the activity v, 

is, the more lively It is that orie can decide whether or not 

someone is competent to perform that kind of^ activity . * Suppose 

that we *are wondering whether sgmeone/is' competent to m^e a 
» ' 

will. It is a necessary condition for being competent to. do ^this 
that one know what 'is^involved in making a will: one must ^ 
understand; at least in its practical sense, 'what a will is. If 
oneds not aware- of what is involved in makirig a Vill, then one 
is incompetent to make a will. In general, in order for one to 

be competent to do x, one must have at least a practical » , 

^ • *^ * ' - ' 

understanding of what it is to .do x. One must also understand 



i\ls axe, oneVr 



'^hon/one is dbing^ x;. it 1'3 Jiot enough 'to know what wi 
must al30 be able 'to understand when 6ne is .making a will-.. I± 

iaeems that two^mecessary features ^o-r being competent 'to pe^rform 

. / ^ ' ' • ^ ' < . . ' . 

an activity are that o^e understands what that activity is* and 

knows 'when he is pari^icipating in it'. With regard to ^giving r 

consent to** participation in ,an experiment one must know 'wh^t it 

is to give such conserj^t and^ know. when one is giving such./cqnsent . 

These however are only necessary features tx)h competence to g-ive 

valid consent, they are not sufficient features. ' 

We may then tentatively def ine^incompe'tence in the^^efllowih^ 

way: A person is- incompetent, to »do x, if, it is reasona^V*^" 

expected that any person in Jiis position, or any normal adul,t 

human being can Jb x, and this person cannot^do x.' Anii his^*^ 

inabirity to do x is not due* to a physical/dfisa)}!'^,!:*^^^^^^^ 

is competent to do x, if -he t3' no^ Ancotapetent to r^o ,x. It" is* ' 

important to note that in thi's s^nse of incompetence^, noxhing ^is' 

* • * ^ / ' ' 4 / \ " ' ^ 

beihg implied about how onefought to treat a persdOi Wj?x) /is 

>/ - - r L 

\ incompetejit to do x, except,, of counse, thaj;:\if osay^^arfted ,,tjc>'^^et 

X done, 6ne should^ not entrust the job'to someone'-Smb!^ 

' ' ^ ' . ^ . • ^ . ' ^/ " 

incompetent to do x. ^ Even^wl^th regard* to someone vho^-^is 
> ' ' V 1 • ) . " s /'^ 

Incomjfetent to do something ^at every, normal adult puman being 
is expected to be able to do, nothing more is implied than th*at ^* 
it wou^ be unreasonable to entrust that person with the. task of 





doing x^ So that If someonais incompetent ' to handle money at 
"alT,'^ it would be unreasonable to give him some, task that itfi^l^olved 
hi^ handling money, but if he has money of his own, nothing' ^ 
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follows about -prphibiting -iiim from spending it, or giving it 
away, or doing, anything else he may want to do willjit. We are 

• • • % 

not automatically justified in '♦pf event ing someone from doin^ 
something simply .because he is incompetent at doing it. If 
someone is art incompelSDent poker plstyer, e.g. he does not know 
what hand beats another, it does not- follow that anyone is 
'justified in prohibiting him from playing poker if there are c 
others who are wil\^ing to. play poker with him. However, if the 
consequences of his playing are serious enough, one might be so 

justified. Similarly , ^if someone is incompetent to make a 

^ , ' 

decisi^bn about some medical treatment, it d-oes not follow that 
someone else -is thereby justified in making that dacisj^on for 
him; It may be that someone is 30 justified, but that he is does 
not follow solely from the fact that the person is incompetent to 
make the decision himse;Lf but depends upon other matters as well. 

• Incompetence, in the sense that wejAve b'een discussing ilf, 
is almost cfompletely an empirical matter and is not identical 
with jfhat for the sake ot clarity^ we shall call "legal- ^ • - 
incompetence". To be de^lare^ legally incompetent ' to do x 

^depends upon a Judgement^ of iricompetence in'^ihe sense that we 

^ \ 'I 

have been -discussing, ^uf it also involves . something else, namely 
a decision that someone else id justified in acting on that 
person's behalf with' regard to kioing x, and that he may 
justifiably require, j^rohibit, termit, etc. 'actions with regard 
to that person.' Normadly a juddmeht of legal incompetence to do 
X, only involves- inc^c/nypetence toldo those things that all normal 



aduit. human beings are expected to be able to do.. That is, it is 
persons who cannot feed or clotj)ie themselves, or who. cannot 
handle money, whom we declare legally incompetent and then 
sometimes give to some other person, a legal guardian, the 
authority to- make decisions for them. •« 

We also sometimes declare persons- legally incompetent td ' 
*perforfiH:eertain professional tasks; however in these cases we do 
not appoint a guardian to make decisions for them. Thus someone 
who has a position as a lawyer or doctor may, for various 
reasbns, become unable to perform the professional tasks -Required 
of hira. It may be appropriate in some -of these instances for the 
per'son to he declared legally incompetent to perform^ those tasks. 
Jnthis case^no guardian would be appointed, but the person would 
be-prohlbited from performing that activity which he pe^-formed 
' incompetently. ' i .• 

The important ikayxe, in going from empiricaiXicompet'ence to 
legal incompetence ^is whether one can justify the restriction' of 
freedom involved in such a judgment. We will not discuss the . 
justification of ' su6h interference for the person's own-good 
here, but will only say ^hat such' a justification involve^s the • 
prevention of the suffering of 'Significant evils . 

COMPETENCE-JO' CONSENT TO TOEATMENT OR PARTICIPATION IN RESEARCH ! 

Giveji this' general discussion of com^et^nce and jncompetence 
let us how-try to apply it to the problem- of^alid consent. What 
is involved in saying that gomepne is incompetent to give valid 
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consent? We believe there are -two levels of incompetence and 
that it is useful to distinguish clearly between them. 

1 . There is a category of patients who are unable to give or 
refuse consent at all. Some patients in this category 
are completely unaware of thein .s.ur roundings and are 
not/ able to understand any question ^that might be asked 
of tii^m — for -example, rnfants patients in a coma, or 
patients who are severely retarded; or sdniXe. For such 
patients, nothing that they say or coul^v^en count 
as consent^ or refusal of conserit. They may be called * 
"totally incompetent" and it is universally 
acknowledged that it is justified; even .morally 
^required, for someone- else to make decisions for them 
and on their behalf > ^ 

However there are some patients who fit in this 
first catg^ory who \re less than totally incompetent 
They mey have very limited cognitive abilities, may be 
able to ask for foq^d, or for relief'from pain, and. yet 
be unable to understand any questions not directly 
'related to present stimuli. ' Therefore they do not 
understand at all the r.equest for consent to a medical 
procedure: .either therapeutic or experimental, they do . 
• not know .what is being asked of them and do not realize 
in fact that they are being asked to give consent. For 
^ these * patients, as for those who are. totally 

incompetent, it seems appropriate and morally justified 




foAsomeone else to be' authorized to give or wit^ihold 
consent or\5<ttre-irp;;,^^^0^1f . For example^ consider -fehe 




^ vVCase -^i] ,\^^^ -R^- 69-:^^ar-old woman with a 
lopsy-prov^Tk^rPrg^otable iretroperitbneal ^ 
sax^oma, was. admitted to our unit in a profound 
conf^'Sl^nal state that wks thought to .be the 
result of delirium, a very severe psychotic 
depression,, orV a combination of the two. ^ 
Approkimately l\.year earlier s\ie bad been admitted 
to the hospital ^^wl'tTT^aT^'^slm^ mental syndrome, 
/ft that time a retroperi^toneal mass had been 
identified and -.bi^sa^.^^-^'durihg laparotomy. 
Treatment with^;$;c^%J% • th^t time^(l year before the 
present admission) resulted in dramatic clearing 
of her confusional^ state/-ahd melancholia, enabling 
Ms.' B to resume a satisfying life with her family 
top |a period of about 10. months, ^hen the current 
confusional -state -developed. 4^ 

At tltis^ point Ms^. B was. di^ljpiented .to place 
and time and was severely agitated and restless. 
* She was nc5T able to give understandable 'answers to 
most direct auestions^ and^in general her speech 
consisted of ijncQherent babbling. An extensive 
search for-^a metabolic, pharmacologic, or 
strudtural cause for her mental syndrome yielded 
.nc^' positive results. ^Her retroperitoneal sarcoma 
appeared to have increased somewhat in size, but 
this. courldf not be directly correlated with her 
change in Rental function. ■ rier sarcoma was in no 
way felt t6 be immediately life-threatening.^ Her 
^ physicians felt that EOT was again indicated but • 
that she was /incompetent to give even simple 
consent to any treatment' procedure. The hospital 
" attorney was of "the opinion that EOT could be used 
. . if the unanimous consent of her three adult 

children were obtained. Her chil*dren did consent, 
and a course of EOT was again administered. A 
similar gratifying improvement ^ resulted . 

^ V/e will refer to patients in this category as 

being j-nc ompetent to give (even) sim ple con sent. The 

concept of "simple consent" is explained In the 

description of the next category of patients. 
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is second category of 'incompetent patients we refer to 

* 

as b%ing inc ompetent to give valid consen ts. They are 
'however competent to give simple consent; i.e. they 
understand that they are being asked to consent to a 
. medieal treatment or an experimental procedure and can 
.give consent or refuse to do. so, but they lack the 
ability to understand or appreciate the information 
that is necessary to give a valid consent.- The 
clearest example of someone who fits this category is a 
patient who is moderately-delirious or demented and i/ 
aware of only some aspects of his situation. He may 
perfectly well understand that he is being ^sked for 
consent to perform some medical procedure but may not 
know where he is', or who is asking for his consent, or 
why thqjy are asking for it. ^Por example, he may know 
nothing whatsoever of the reasons wjiy^consent ' is being 
asked and/or he may disbelieve most or all of what he 
is ^told about the consequences of h^s giving or 
refusing that consent.^ This person differs from the 
persons discussed in the first category in that he may 
give hl^ consent to a j^treatment ^- or vigorously refuse 
to,'give it. 'But both the refusal syid the granting of « 
• conse^nt do not count as valid, far such a person is 
unaware of sufficient- information to give valid 
consent.' We will say of such a patient that he is 
competent to give or refuse simple consent, ^buir>^is 



\ 

incompetent to give or refuse valid consent. . 

Another interesting example of patients in this 

cate'gory are those who have delusions which are 

relevant to the matter of giving or withholding 

consent. Suppose that someone has the paranoid 

I 

delusion that all of his doctors are part of a plot to 
take over his body and that regardless of what his 
doctors are saying, if he gives his consent they will 
perform some procedure that will give them complete 
control over his thoughts and actions. He believes 

9 

this even though ^consent is only being requested for a 

diagnostic procedure completely unrelated to his 

ft 

delusion, e.g-.^a biopsy to determine if a tumor is 
malignant. We want to maintain that such .ja person is 
competent to give simple consent, but is incompetent to 
give valid consent, because he is unable to understand 
or appreciate the information that is necessary for 
valid consent. . This does not mean that w^e are thereby 
justified in performing the biopsy independent of his 
valid, consent For this to be true, one must apply the 
justification procedure that we" allude to in footnote 
1 . ^ - ' • 

,A patient may have a delusion which resultS/in hie 
giving' rather than in withholding consent. Suppose 
that' a man believes that he has been given superhuman 
Prowers and that, like Superman, nothing done to him on 



earth can harm him in the slightest vay. Thus when he 
. ^ is asked for his. consent -to participate in a serious 

a.nd risky experiment he readily gives his consent for 
.he does not believe that there is any risk whatsoever 
' ffor him.. In such a case we' would say that his simple 

consent is not valid for he is incompetent to give 

valid consent. We say this for the same reason we gave 
. above, he is unable to understand or appreciate the 

information necessary for valid consent. 
If someone is not given adequate i;»^ormation, he cannot give 
-vvalid^ consent, ^ for he does not know enough about what he is 
consenting to. But clearly the .important matter is not merely 

some^mechanical joroc.edjare Qfl.pr o v i d i ng J^nformatlo n-Jto-isomeone. 

Suppose- a doctor- or .researc-her has ^developed what is universally 
acknowledged as an ideal presentation of all the information ' 
required for, valid consent for a certain medical prol3lem. Now 
suppose that lie presents this information to his patient in a way 
that al]^ his fellow doctors regard as clear and non-ljiasea. Does 
the patient rtow have the information required for- valid consen,t? 
We don""t k^ow. It depends upon what the patient understood. If 
the '^atiejit has only a very limited command of , English, then / 
providing' the information in English will not provide" the patient 
with adequate information- to give -valid consent. Simila^rly if 
'the patient is suffering from such anxiety that he can understand 
little of what is Ijeihg told him, he does not have adequate' 
information to give valid consent. This is why it- may he • 
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tmportant that nurses, or someone who has the opportunity to talk 
to the patient at some length, ^be required to determine that , the' 
patient does indeed have adequate information to give valid 
consent. 

Thus a patient may be incompetent to give valid consent 
because he cannot understand anything as complex as the 
Information required f:or\alid consent, e.g. in the case of a 
re^tarded person or a young child, or the person may not be able 
to appreciate the information he is -provided because,* for 
examgle, he is suffering from delusions. A'^completely senile 
person and a very young infant would be incompetent to give even 
Simple consent; the person with delusions would be incompeterrt to 
give valid consent. A slightly oJLder child mighf be competent to 
give simple consent but incompetent .to give valid consent. In 
general one might say that when we can straightforwardly 
determine that the person doesn't understand any of -the 
information being provided, he is in'competent to give simple 
consent, and when he understands some but not enough information' 
or doesn'-t appreciate it,' he is only, incompetent to give valid 

# 

consent. • • ' • 

It is fairly straightforward .to- determine whether or not 
someone understands the information that is "prese.nted^ to him, 
though, ,pf cours-e, there'' will always, be borderline cases. ^ When 
dealing with appreciating the information, we have a triqicier 
situation. As "we use the term "appreciate", it requires more 
than understanding. Someone can understand but. not apprecialie 



the information given. For example, someone with paranoid . 
delusions that involve his doctors may understand all of the 
information presented to him, but because of his false beliefs - 
about his doctors he cannot properly evaluate that information 
and thus cannot give valid consent. Failure t"^ appreciate, like 
failure to understand, must be determined prior to consent or 
refusal of consent. A refusal of consent, even if irrational, is 
no't sufficient to show a failure to'^appreciate the information. 
It is because there may be a temptation to treat irrational 
"refusal of treatment as incompetence to give valid consent 
(because of failure to appreciate rell^vant information) that we . 
require refusal by someone incompetent to give valid consent to 
b§ accorded the same safeguard as someone who is incompetent but 
irrationally refuses treatment. ^ 
Thus X,\\BVB is a significant practical difference between. the 
two kind^ of incompetence'. With incompetence to give simple 
consent, nothing the person does counts as 'either the giving or 
the refusing of consent. In this case th^re is no overruling of 
the patient's decision, * there is no decision of the patient's to 
overrule. With incompetence to give va-lid consent, the problem 
is more complex. In such cases the -patient can either give or 
'refuse simple consent, but since they are incompetent to give 
valid consent, obviously their consent is no raor'e valid- than 
their refusal. In these cases, one must'decide wha.t to lio. (5ur 
suggestion is that these cases be divided into two main 
categories, (1 ) those in which the person gives simple consent 



but in which we believe that he is" incompetent to give valid 

consent ^nd (2) thbse in which the person gives a simple refusal 

/ • ' ' 

of consent but^ in which-.we also believe that he is incompetent to 

■J 

give a valid refusal of consent. 

In the first category we believe that a guardian sl^puld be 
appointed and that he should decide on behalf of the patient 
whether or not to accept the proposed treatment. If ^h^agrees 
with the patient, there is no problem at all, if he does hot 
agree, a problem does seem to arise, for then the guardian seems 
to be overruling 'the patient^s decision. And this kind oi action 
seems paternalistic and thus indeed of justification. However 
this is not the case.. The guardian is not overruling the 
patient, rather he is refusing to make ^ decision that he 
believes is not in the patient's best interests. It -is true that 
the patient is not getting a procedure or treatment that he has 
given simple consent .to, - but if the patient is genuinely- 
incompetent to give valid consent to that procedure or , treatment , 
then he does not really appreciate what he is consenting to. 
Thus we are not '"depriving tlje patient of something he wants, 
rather we are' simply refusin^g to provide- something we don't think 
is in his interests. 

The second case, where the patient gives a simple .refusal of 
. consent^ is somewhat different. Again we suggest that a gu'ardian 
be ap;gginted to decide, m behalf of the patient, whetljiea* or not 
to accept t%ie proposed treatment. If he agrees with^the patient 
concerning refusal of consent, again there is no problem, but if 
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*he does hat agree and thinks that the broposed treatment is in 
the patient's beat interest, -then thera is a serious moral • 
problem. To alloiV the guardian to corisent to treatment when the 
patient has refused \t, even though, by hj^otheais the refusal is 
due to a failure to appreciate the situation,' is to allow one 
person to act paternalistic ally with regard to another, simply on 
the grounds th€^, the first is incotapetent to give valid consent. 
We do not think these- ^are adequate grounds in and of themselves. 
We believe that even with regard to- patients incompetent to "give 
a valid refusal of consent, their -simple refusal of ^consent must 
be .t^aken very seriously and overruled only in special 
circumstances, when the , failure to treat would result in 
significant, evils, berng suffered. . It is an act of paternalism 
and has to be justified just like any other paternalistic act. 

We obviously think that just as with competent patients, so 
with those incompetent to give valid consent, it is a much more - 
serious matter to treat without consent of the patient, than nolT^ 
to. treat even though a simply consent has Ipeen given. In the 
former case we actively impose something on the patient, in the 
latter case' we simply refuse to do something agreed to by the — 
patieht. Thus we give a simple refusal of consent for treatment, 
-by a patient incompetent to give a valid refusal of consent, much 
more weight than a simple consent by the 'same patient'. This 
seems to reverse the traditio.nal procetttire where a simple consent 
.by such a patient ig sometimes taken ta'be valid, aVid a simple 
.refi^sal of 'consent is all , too easily overruled. 



- THE COMPBTBNCfi OP PS-YCHIATRIC PATIENTS- TO' 'CONSENT TO TREATMENT OR 

* • < « 

RESEARCH ^ - . 

- « - 

Some might question whether patients' sui^fering fr(2^ mental 
maladies are in general incomj^ent to give or refu^^ to give 
valid consent to propt)sed treatmeijts or experiments. We. believe 
that the overv/helming majority of such patients are -quite 
competent to give, valid consent and -that, in fact, one/is much^ \ 
more ^pt to find incompetence to' give valid consent among 
patients found, for example, on neurosurgery and oncology wards. 

The ca,3e of Ms. B discussed above does represent a patient ^ 
who was incompetent to give even simple 'consent to treatment ^- 
because^ of her thorough aonfu^ion and incoherence. One does 
encounter other such patien'^s in psychiatry who, because of, say, 
drug delirium or acute severe psychosis, are^ unable to give or 
refuse evfen simple consents Though such cases ar^ dramatic they^^ 
constitute on,ly ^ small percentage of psychiatric cases. We 
believe the incidence of this kind of incompetence is much higher 
in sele^cted medical and surgical patient populations. This would 
be^ an interesting and important topi^ for future empirical 
"^esea^fch. At any rate, when one does encounter a patient • 
incompetent to give or refuse simple conse^nt, ifhen it is usually 
morally^acceptable to rely on next-of-kin or 6,ourt-appointed 
guardian for- consent , whether the 'patient is suffering from a 
mental or a physical malady. . _ 

Patients who are competent to give simple consent but / 



_ incompetent to give valid consent are probably encountered ' 
• somewhat more often among psychiatric than other patients, though 
this subject also would benefit fVom empirical research. 
Patients -who have delusions directly related to the treatment or 
consent process are of course apt to be patients with mental 
maladies, though, again, their absolute numbers are very small. 
Perhaps somewhat more frequently one encounters psychiatric 
patients whose menj^al confusion, -associated vith, a psycho.sis, - 
makes' their understanding and apprecia-^ion of the consent 
information sufficiently suspect that one questions whether the 
consent they give or refuse is valid.' Clearly, one cannofll . 
overrule the refusal of consent of these . patients without a 
strong justification, but as mentioned ,abov« it seems appropriate 
in such cases that' a guardian be appointed to give valid consent ■ 
on biehalf of the patient even when the -patient has given alrapie 
consent to the proposed treatment or experiment. " 

However; v-e believe the overwhelming majority, of psychiatric 
patients are competent to ^ive^valid consent. These" patients, 
understand if something is wrong with them and are capable of. 
understanding the nature of the available treatments asd the 
risks and the benefits associate'd with eaqh;, they can also ' ' 
evaluate the personal risks and societal benefits of.. various* 
experiments. There is nothing inherently .more sugpect al?out a 
/patient consenting to a treatment to relieve mental ,pain than- 
consenting J;o relieve physical pain. There is- (or should'^be) no- 
coercion presentj|in either case. In fact' we suspect, that there ' 



is gfo^ably more valid refusal of. treatment am/ng ^psychiatric 
patients than among 'selected medical or surgical patients.^ As a 



group psychiatric patients^ may. be more capable of withstanding 
pressures from thip'ir "doctors ttc consent tVsiK ar^ seriously ill 
medical or surgicgil paxifents,.. though we^ have no data> on this 
point . 



6^^^-^ . , ^ . , ^ 

/ 



When psychiatric patients do refuse 'tnfeAment^, whether they 



are" or are not competent to give valid consefnt, cthat refusal is 
frequently seen asr irrational by) the treatment " team. We think it 



IS important to dis^tinguish patients who ar-e incompetent to give 

valid consent ffom those whose refusal is regarded as irrational. 

(Jhere is usually no irrational^consent , for doctors would not*' 

propose a treatment that vfas irrational . ) We should be able to ' 

\ ' . ' ' » . 

determine incompetence to give^'ValiT consent prior to the giving 

or refusing of consent; irrational ' refusal obviously can only be 

determined after the refusal. We prop'^ose that irrational refusal 

of treatment nevfer be '^f aft en as'a sigh af- incompetence to give 

valid consent j_ if the patient's giving of consent would have been 

regarded as valid^^. This does not mean that^ it is never morially 

justified to ov-errule valid' but irrational refusal of treatment*, 

but one. should be clear about what one is doing'. One advantage- 

of being clear in such o'ases is. that a change of mind (perhaps 

due^ to the persuasfve abilities of the psychiatrist) by a 

compQ.tent .patient who has previously validly but irrationally 

refused treatment c*an now be taken as valid consent ; whereas if- 

the patient had been regarded as irrcompetent to rfefuse valid • 

xjonsent, their subsequent consent would still iibt be valid. 
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What would it me^an to be competent eno ugh to consent to or*^ 

refuse participation in research? ' " 

- . l^^^ - 

we. cannot begin to answer \ this question without first 

appreciating the context in which it arises. Before we can 



intelligently discuss it, we ne^d to' know why it is a question 
worth asking, and i^isweringT 

The concept of incoffipeten6y— I will use this negSive~terM — 
rather than the positive term competency — is extremely murky as 
far as law is concerned. Despite the long scholarly exegeses of 
the subject, the many mentions and uses of thf term in the case 
law, and its increasing appearance in statutes and regulations, 
confusion still abounds about . incompetency^ I "do not propose to 
s^t the record straight, nor to cure all of the evils today. 
Instead, I hope to establish a structure for thinking and talking 
about competency and in^:ompetenci, so that we may have a common 
language ^and set of ideas to Vork with in attempting to better 
understand the concept. • . ^ 

At the outset, it is perhaps best to indicate what the scope 
of my concern is. The concept of inci^mpetency arises in variou^ 
areas of law: ^e priminal justice system, Jthe adminli^tration m. 
decedents' estates, and the enforcement of contractual obligations 
ate a few of the' more obvious ones. I do not intend to deal with' 
any of these, but only with incompetency in the medi<;al decision- 
making process . 

In the medical decision-making process', as in the other areas 
o,f law in which incompetency plays a role, there are two different 
kinds of incompetenpy: ^ "de jure" and "de facto." De jur< 
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incompetency results from a determination by a court that an 
individual is incompetent (usually referred to as an * 
"adjudication" of incompetency). An individual ^who is ^ adjudicated 
incompetent is de jure^^ or legally incompetent* Ordinarily^, a ^ 
guardian is appointed to maXe for the ii\dividual those decisions 
which the individual himself is incompetent to make. The ^ ^ 
adjudication may be plenary or it may be partial; in the former 
case, the individual is deprived' of all decisional authority of 
legal significance, but in the latter case, the individual is 
deprived only of decisional authority in a narrow area^ (There 
is one other group ^^f persons who are de jure incompetent but ' 
whose status as such does not result from the action of a court. 
This is, 'of course, persons under the legal age of majority.- \ 
Usually a child needs no guardian appointed as his* parents are^" 
his natural guardians . ) ' 

I will not, in this paper, unless specifically indicated, be 
discussing persons who are de jure incompetent-*-either minors are 
adjudicated incompetents. Rather, I will deal only with those 
persons who are' de facto incompetent— that is, persons who are 
thdught by medical authorities to be incompetent in fact to 
participate in making decisions about medical treatment or 
research. Ultimately, regardless of wnether the decision-maker 
is^a judicial of medical authorit^r, some me^ms^^bf *8e^ermihing who 
is incompetent will havp"" to be deyised. Thus, the conceptual 
pf^B^em invo.lved in both kinda of incompetency will turn out to" 
^ .^<«e^U^^J^e^^^ * Before we reach this conceptual problem, however, 

ve need to^know something about the legal moidel of the medical 



decisioH-making process which is the larger context in which the 
problem of incompetency arises. '/r-s 

THE LEGAL MODEL OF MEDICAL DECISION-MAKING 

Law starts with the presumption that every individual lias a 
right to make hedical decisions his or her own care— -what I 
wil]|l refer to as •the right of^ecisional autonomy. This right 
has deep rpots in the^j^dnmion-law tradition and more, recently has 
' found, positive s^«1ction in the constitutional right of privacy as 
well*' Regar^iess of its source, the right of decisional autonomy 
IS implemented today through what is referred to contemporarily 
as the requirement of "informed consent." That is, before a 
m,edi*'cal,^prdcedu]|;;e. may be performed by a physician on a patient, 
the physician must obtain jthe patient's "informed consent" to<. 
treatment*- ' ' ' ' . ^ ' 

Informed consent is also 'required before an individual may 
participate^n "research'! procedures, whether those procedures 
. are intended to' be beneficx:&l to the subject or not. The saurce 
of the requiremetit of informed consent to research is two-fold: 
it, toor is mandated by common law, and it -is mandated by 
Ffegulatiohs issueci by the Department 'b'f Health and Hman Services 
pursuant to' federal- statutory authority.^ • ' 

The right to decisional autonomy ^ as with all other rights, 
is not absolute. Another way of stating this is that there is a 
^ presimption of decisional autonomy, but this presumption may be 
overcome in ^certain situations. A good starting pp^nt both for 
a discussion of the role of incompetency in nledical decision*- 



making and of the situations in which the presumption may be 
, overcome is Judge Cardozo's dictum that "Every human being of 
adult years and sound mind has a rigjit to determine what shall be 
done with his own body. "2 The presumption of decisional autonomy 
is laid out straight away: "Every human being .' . . has a right 
to dete^rniine what shall be done with his own body." The 
.conditions under which the presumption can be overridden are not 
specifically stated, but are clearly implied: when an individual 
is not of "adult years" or not of "sound mind," he is not 
permitted to exercise decisional autonomy. Thus, certain persons 
are disqualified from exercising decisional autonomy by virtue of 
their age. This is an objective criterion, not a functional one.' 
There are clearly somef persons who are not adult in years iDut who 
are adult in their ability to function in the- world; and the 
converse is equally true.. Other j>ersons are disqualified from 
exercising the right of decisional .autonomy by virtue of their ' 
mental qualities. Whether this criterion, is one based on status 
or function is not immediately clear. Indeed, it is the heart of 
the matter with which we\§re concerned,, and for the remainder of 
this discussion, I will be equating, at least loosely, 
incompetency with, the "unsoundness of mind" referred to by ■ ^ 
Cardozo. ^ 

IMPLEMENTATION OF THE RIGHT OF DECISIONAL' AUTONOMY : THE 
REQUIREMENT OF INFORMED CONSENTv 

The individual's right of 'decisional autonomy in matters 
medical is implemented llhrough the requirement that a doctor 
obtain a patient's "informed consent" to research and tr^tment*. • 
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Informed consent to treatment is an outgrowth of ^e earlier 
requirement that a doctor must obtain' a patient's "consent"* to 
treatment, which is itself an outgrowth.— or more properly,- an 
illustration— of the ancieiit common-law protection accorded to 
bodily integrity by the law of trespass, if one were ''touched"" 
by another without" consent, that touching constituted a trespass 
to the person, otherwise known as a battery. Even if no physical 
harm results, the non- consensual nature^of the touching makes it 
a legal wrong for which redress, might be obtained under a writ of 
trespass. Indeed, not only was absence of physical harm no 
barrier to legal redr.ess, a touching that benefited a person might 
be grounds for a lawsuit as long as it was non-consensual? 



Informed consent to research has its origins primarily in 
the Nuremberg trials following World War II, -in which several 
German physicians, in cooperation" with the government, performed 
medical "experiments" on prisoners of war and concentration camp 

^detainees. One aspect of the Nuremberg judgment, referred to as 
the Nuremberg Code, promulgates requirements for the ethical 
conduct, of medical experimentation, one of which is informed" 
consent. Subsequently, -the World Health Organization in its 1964 
Declaration of Helsinki also subscribed to the requirement of 
informed Consent to experimental procedures if the subject is 

- competent, and from the "legal guardian" if the* subject is not. ^ 
It was not until 1966- that the U.^. Public Health Service 
incorporated the substance of Jthe . Nuremberg Coc^e and the 
Declaration of Helsihki into guidelines for researchers, which* 
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'were then modified and published as the "Institutional Guide to " 
'DHEW Policy on Protection of Human SjUbjects". in 1971. This then 
became the basis for the pHEW regulations for the protection of 
human subjects, irst issued in 1973, .and amended several times 
sijice then, , - ' 



what must be done to obtain a patient's "informed 



consent" to research and treatment is a matter of much dispute 
and debate. What caniiot be gainsaid are .two things: certain 
informa^on must^be pirovided the patient by the doctor, and the 
patient must give permission for the .medical procedure to be 
rendered. Simple as these two requirements may seem at^fdrst, 
what is concealed is a great web"of complexity in which the 
problem of incompetence is entwined. 

At this point I will merely point out what these issues are, 
withholding an attempt to resolve or -reconcile them until after 
a <iiscussion of: incompetency. 

1* Inf6rm^on disclosure . Patients must be provided with 
.all information material to making a ^decision whether to undergo 
or forego tre'atme;it.^ This information must be provided by the 
physician or iiiV^^igator or^by someone to whom this task has been 
delegated, though th^ responsibility for seeing that it is 
/ properly, done remains that of the physician/investigator. 
Patients 'need not be given information ^at they already know or 
which they can reasonably be assumed to know either by virtue of 
their own experience or by virtue of. the fact that the informati6n 
is common ;knowl:edge. How the "materiality"' of particular 
■ i-nformation |:o making a decision is to "be determined is a matter * 



of hot (iispute. The jurisdictions are about evenly divided 
between two differing views, with some holding that the doctor is 
obligated to disclose that informaticfn which a reasonable patient 
would find material to making a decision, and others holding that ■ 
materiality is to be determined by reference to prevailing medical 
custom--that is, what a reasonable doctor woul^ tell a patient. 
Among the kinds of things that the doctor ^^wt^t tell the patientr-'. 
are the material risks of treatment, the anticipated-henefits, ' 
■ and alternative kinds of treatments . ^ ' 

2. Consent . Whereas the problems associated with the 
requirement of information disclosure are largely of a practical 
natur^., the issues associated With the "consent" requirement are 
primarily at a conceptual level. About the only thing that is 
clear about consent, - is that the patient must give "the doctor 
permission- to perform* the procedure, but even that is stibject to 
some qualification." The case law is extremely' unclear — and tiie 
two dozen recently enacted informed consent statutes do not 
clarify the matter— :as to, whether anything more than litibe patient's 
mere permission is required.*^ What could be required, in 
addition, . is permission based upon understanding of the 
information that was disclosed: that is, understanding of the 
nature and consequences of the proposed medical procedures.^ 
What could also be required is that the doctor make" reasonable 
efforts to determine whether the patient understands, and if the 
patient does not, further to make reasonable efforts to attempt 
to get the patient to understand. If in 'the final ahalysis, the 
patient does not understand 4the information, it is unclear whether 



or not the permission he gives provides the doctor with authority 

e 

to perform the proc^ure, or even whether the patient *s refusal 
is binding on the. dociqf". 

If the patient^ does not understand th^ information, it is 
arguable that he is "incompetent," but the courts have not clearly 
spelled out the relationship, if any, between lack of under- 
standing of the disclosed information .anci incompetency, though I 
will endeavor to do so shortly. 

The foregoing discussion of informed consent is based upon 
. the common-law requirements which havfe^ developed in malpractice 
cases brovght against doctors by* patients who have been injured > 
by therapeutic or diagnostic proceduret^ of a nop- research nature. 
Although we can say with a high decree of certainty that these 
requirements are also applicable' to "research procedures^ there 
are few reported cases involving researeh%rocedures . ^ 

Whatever uncertainty there, might be abc^ut the applicability 

\ 

of the common- law informed -consent requirements qp. research pro- 

cedures— and I suggest that there ought to be noner-should be 

dispelled by the informeci' consent requij^mjfent mandated by DHHS 

regulations, which, howeVer, -are limited, in^ their applicability 

to research supported by DHHS grant Or contract. Informed 

consent is defined as , ^ • . . 

the^ knoving^^nsent of an individual or his 
legally authorized representative, so situated 
as to be able to exercise free power of choice ' 
without undue inducemenlf 'or any element of 
force, fraud, deceit, duress,.'-x>r other form 
of .constraint or coercion, "^he basic elements ' 
of information necessary to such^ consent 
include: 
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^ (1). A fair explanation of the procedures 
to be followed, and their purposes, including 
identification of any procedures which are 
experimental ; 

(2) A description of any attendant 
discomforts and risks reasonably to be , 
expected; 

(3) A description of any benefits 
reasonably to be expected; 

c (4) A disclosure of any appropriate^ ^ 

alternative procedures that might be 
advantageous for the subject; 

(5) An offer to answer any inquiries 
concerning the procedures! 

"" " \ 

' (6) An' instruction that the person is V^. * 
free to withdraw his consent and to dis- 
contioue participation in the* project or - 
activity at ahy time without prejudice to the "^V 
subject; and ^ ^ 

(rr with respect to biorfedical or > 
behavioral research which may result in 
physical injury; an explanation as. to*whether * 
compensation and medical treatment is- • , \ • / 
available if physicial injury occurs and, if'^ 
so, what it consists of . or where further . ^ 
information may be obtained • * . . u v < 

Although ^there are some concrete differences between the 
common-law and regulatory requirements fpr informed consent, there 
are no conceptual differences. Both require that .(1) relevant 
information be provided the patient/subject, (2) that coi\sent be 
obtained, (3) that the patient/subject be so situated as to.be ' 
able to render a voluntary decision, and (*) that the ' • 
patient/siibject be competent. Al^Qugh there is no explicit 
requirement in 'the regulations thaibs^ubjects be. competent jthis 
requirement, is implicit in the statemei^ .that informed consent \^ 




must be obtained from the individual or his legally authorized 
- . * 12 

representative . . . 

f 

MODELS of' INFORMED, CONSENT: DIFFERING NOTIONS OF WHAT - 
INCOMPEteNCY IS ^ 

There -is considerable haziness as to just what role 
r fompetency plays ,in informed consent and thus in the ^ 

implementation of the individual's right of decisional- autonomy* 
This haziness prises for at least two reasons: ' (1) confusion- over 
the conceptualization of incompeten|fy, that is confusion over the 
relationship between incompetency and other aspects of | informed 
consent; and (2) confusion over what incompetency me^^is--that is, 
over the tests of incompetency, A third: reason — to /complicate. 
• matters .even more — is that there as some overlap between these 
'^two foregoing areas pf confusion I 

(1)^^ ' Confusion ^ over the ^ relationship between incompetency 
and other aspects of informed - consent . Stat^ents aboxind in the 

judicial cafses to ,the effect that bnly a competent individual may 

♦ ' ' ' 

rend^er consent fqr his own medical treatment • Thus, although the 

\ * : ^ > ^ ' ' 

ijiforraed con^^nt^ requirement obligates the doctor to make ' 

«■ • • * 
4isclosure -and obtain .consent,, these duties are suspended if the 

6' : • . , ' ' 

patient is incompe'tent • Thus, although the informed consent 

^requirement obligates^ the doctor to make disclosure and obtain - 

consent, these duties arl suspended *if the patient is incompetent* 

Tlie Restatement of Torts puts it this way:^ "To be effective, 

/-consent must, be .. • ^by one whc has the capacity to consent 
^ * ^' 13 

• . V; To take.JJie most extreme example of incompetency, if 
a patient "is, unconscious, the doctor ohi^iously need hot make dis- 
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closure nor attempt to obtain' the patient's consent. These duties 

♦ • % 

are also suspended in less extreme situations such as where the 

patient is highly intoxicated."^'* 

In this view, incompetency is a condition, which if , 

•satisfied, calls into question the doctor's obligation to make 

disclosure and obtain cpnsent. I will refer to this as "threshold 

incbmpetency, " for ^if there is clear-cut evidence of incompetency 

at the threshold, %he physician need not bother to attempt tb 

inform the patient and obtain his consent to treatment., ^This of 

course does not mean that the physician is then free to render . 

anjr^ treatment that may be necessary. Rather, in all caseS except 

the most exigent, the physician must obtain informed consent 

from the patient's proxy, or, in the language^ of the federal 

regulations,' the patients "legally authorized representative,"'"^ 

Where there is less clear evidence of incompetency — such as wliere 

a patient is mentally retarded b^t not- profoundly sb-^^MJiis should 

serve to alert the physiciap/investigator that the presui^ion of 

competency which ordinarily prevails — that is, the presui^ti 

that the patient is entitled to make his o\m medical decisions--^ 

" . . « ^ 

might not be operational in this *particular case-/ 

If the patient does not fail the test of* 'threshold incom- 

petency, -Uie informed , consent requiremejjt obligates the doctor to ' 

make disclosure to th6 patient. I f^^formed consent is. viewed— 

as it should be-- as something more than a simple stimulus«^response 

model inv^^ving the input of information by vhe doctor into the 

'patient -and the spewing forth of a consent or refusal by the 

patient, the doctor will undoubtedly engage in a conversation with ^ 



the patient. This conversation will involve, as most 
conversations do, a give-and-take of information, . with the d<ict©2 
telling the patient some" things, the pat^-entrespohding both 
verbally and behaviorally with indipirtlons of comprehension or 
confusion, with the patient occasionally asking questions of the 
doctor, and the doctor probably asking quesjbions of the patient. 

In the course of this conversation, the doctor may begin to.^ 
suspect that the patient is incompetent. This suspiexOnlmay ' 
encourage the doctor .to probe more deegjly^^i^terniine whether ^ 
the patient understands what the doctc^ has disclosed. This ' ^^j^ 
probing may be accomplished by direct and indirect verbal 
questioning, or it may be done more subtly and indirectly. As 
long as the doctor maintains an interrogative posture toward the 
patient-- that, is, so long as h6' or ^she'^'is on the look-out for ' 
whether the patien^t understands^"— the ^dSCxtor is likely to obtdih-: 
a feeling fpr the extent oi th#,patieh|:''4c6mpreh''enBion. Thus, in • 
addition to being thought of. as 4 'ibecon<iLt#)n 'to the doctor • s 
duty to disclose information and obtai^-...cbn%feit, incompetency can 



also be thought of as arising after - infofmatl^' has ->b^ 
disclosed, and ifcsu^ly in" the -process of^obtaini,ng^the patient's * 
consent. I will refer-^to this concept of inconjpetency as "process 
acompetency - — - _ ^' 

*sorts of incwr^etency^eterminattons are 'routinely made 
The ^deJ;er^iriation of thresholtl incompetency invplves 
. / - up" of the patient, by the\pctoE^ ' This may 
xSturtp^Usv unconsciously, afid usually will When the patient is 
(rly not •in6<^petent. - Hoyeyer, in other situations ^ross 



^ener;al^ 
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features of the patient such as* obvious alcohol or drug intoxica- 
,tiort, obvious hallucinations or manifest delusioris,. serious mental 



retardation, *or severe sensory disorders such as blindness or 
deafness will alert the doctor to the possibility, if not 
likelihoodP' that the patient is incompetent.^ The stronger the 
probability of incompetency, the less likely the, doctor will even 
attempt to obtain informed consent from the patient. 

If the patient *s incompetency either at the threshold or in 
the process of disclosure is apparent, the patient's decision 
about treatment (if any is expressed) need not be honored, and 
the decision as to whether and how the patient is to be treated 
-Say be made without the patient: '-s further participation. Indeed, 
a >doctor who renders the treatment on the basis of the permission 
of an incompetent runs the risk of liability for battery. 
Similarly, the doctor *^ho deplines to treat on the basis of the 

refusal 'of an i'ncompetent jpatient runs the^risk of liability for 

* 17 
breach of his ^fiduciary duty to the patient • 

I have/ attempted to sketch out three different ways in which 
incompejtericy can be conceptuali2£ed: threshold incompetency, 
process incompetency, and a combination of \he two. But 
regardless of how incompetency is viewed as relating to the larger 
process of medical decision-making we can delay no longer a^ 
discussion of what incompetency Ms: J' 

(2) Conf us ionN>ver what incompetency means ; " tests " of 



(i^etenc 
de^^jie 



incompetency . Incompetency may be de^^jiedl' either in status or 
functional terms. That is, certain persons may be ^isgiialified 
from exercising^ their right of decisional autonomy either on the 



basis of some status they occupy, or because they lack^ the 
capacity^jbo ^perform some function. 

dj,^' Status tests of incompetency ♦ This method of 
determining incompetency focuses on certain qualities of the 
person whose competency is in question as a person , rather than 
as a patient , that is, outsi&e the medical decision-making context 
rather than within it* This test functions by comparing the 
person in question with a hyj^othetical average person* To the 
extent that there is a gross deviation between the two, the person 
in question is said to be incompetent ♦ These include 
(1) permanent conditions such as severe mental retardation, (2) 
temporary conditions such as intoxication, or (3) transitory or 
subjective characteristics of the person such as physical appear- 
ance, peculiar behavior, or symptoms' of psychosis. To some 
extent, these tests employ furfctional criteria, but not ones' 
specifically releyarit to medical decisijn-making* Indeed,, most 
of the- status labels denote functional disabilities of some sort, 
but instead of measuring functional criteria for medical decision- 
making directly, status ^ tests measure them indirectly by focusing 
on features from which medical decision-mkaing,,capacity may be 
inferred. That is, we conclude without actually measuring that 
an individual occupying a given factual status is incapable of 
participating in the medical decision-making process, 

b* Functional tests of incompetency , ni^n general, a 
functional test of incompetency seeks to answer the question "Is. 
this -patient able to participate in the medical decision-making 
processY'* A negative answer to this question results in a finding 



that the patient is "incompetent, " thus depriving the patient of 
decisional autonomy. In fact, this very question .ma(|Fht be taken 
as a "test" of incompetency) except that it is so general as to 
be all but useless in particular cases* Rather, it is necessary 
to specify particular features of the medical decision-making 
process which, if lacking, would render the individual unable to 
participate in the process to the extent required by law. 
Functional test^, of inccmipetency are unconcerned with the 
patient's status qua status. Thus if a patient is, for example, 
"mentally ill," the presumption of competency is. not automatically 
overcome. However, depending upon which functional test is 
. utilized to determine incompetency, .the effects which the mental 
illness has oh^the patient's cognitive abilities may be taken into 
account, and may, but need not necessarily, lead to the cbnclu- 
sion that the patient is incpriipeteiit. 



(1) Absence of decision. One functional test of. ' 

incompetency focuses on the absence or presence of a decision by 

the patient. A patient who^ chooses one treatment, rather tharj 

another, or no treatment at all, is deemed competent. If the' 

patient makes a choice, there. is no ^ further scrutiny of the manner* 

in which he makes the choice, the reasons given for the decisipn, 

or the nature of the decision itself: By contrast, a patient who 

makes no choice when presented With the opportunity to do so is 

deemed incompetent. The mere failure- to manifest a choice is" 

* , . - . - , 0 

determinative of incompetency. The 'pferson who is mute, when asked 

to make a choice may well Be incapable of receiving or communicat- 
ing information, or such a person may: be psychotic. If that is ^ 

4 



. 18 



the case, this functional test of incompetency may well overlap 
with the status te&ts of incompetency/ Thiis test, of incompetency 
allows the presumption of decisional autonomy to remain 
undisturbed unless there is extremely strong evidence of 
incompetency. Ot to. put slightly dif'fe3;ently, this test 
established an extremely high level of dys functioning as the test 
of incompetency. ^ [ ^ / 

(2) Nature of decision^making process . Other tests of 

* - *' r 

incompetency focus on the nature of the decision-niaking process 
employed by. the patient. \ After the patient is provided with the 
information mandated by the informed consent requiremei\t, the^ 
doctor makes inquiry into the manner in which the patient makes 
a decision concerning treiatment. Cer-tain ways of making decisions 
could be viewed as acceptable, and others as unacceptable ♦ A 
patient who. employs an Unacceptable means of making a decision is 
labelled incompetent. 

■ ■ / 

I • i r - 

These approaches to^ the* determination of inpompetejlcy. are 
grounded in the view that if a patient is able to make a decision 
but is unable to mak^, it in the preferred manner, then the 
decision is something less of a decision .and less deserves to be 
honored* * The problem with this approach is that it is * - 
'fundamentally. inconsistent with the- broad legal* and ethical basis 
of the informed consent doctrine which permits patients to make 
decisions for their own idiosyncratic ' reasons if they- so choose. 



\ Put another way, the doctor's duty of disclosure is intended ;to#;., 
^ enable patients to make their deci^ons on the basis of 'l^at" 
* .sinformation/ but not to require that they do so. ^ 



/ 
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(a) Failure to al^ticulate ' reasons in support of tiie . 
decision. A patient whti is able to'manifest a choice, and thus 
pass the "abteence of .de^ision^'- test, may still not be able to 
articulate. reasons in support of that choice. '^Urider tHis view, 
such a pati^t' i^ deemed' inqompetent. This test would find more ^ ' 
persons incoBjpetent than tjii "absence o^ decision" test. 

(b) Failure to articulate rational reasons in support of 
tjie decision . A person who could articulate a basis for his ' 
decision might still not be able to articulate rational reasons 
for that decision. That is, a patient might be deemed incompetent 
if the basis for the decision does not reflect both the 

f r > - ^ 

information provided by the physician or other articulable 

reality-based information. ^,This information need not necessarily-. 

be objectively fact^^al; indeed the subjective value pfeferences ' 

°^.v^®;^^^'^^^"^^^ patient such as his tolerance for pain and-. v 

suffering, and his 'business, social, ' and. personal obligations < 

.^wbicb^jnisht-be-compromised by treatment wouTd'^ail legitimate 

reasons for a decision for or against treatment. By contrast, 

non-objec^;ively verifiable reasons— such -as hallucinations or 

delusions— could be deemed non-ra;ti-onal grotands fo^ decision which ' 

would deprive the patient of his decisional autonomy, lleediess 

to say, this test of incompetency is far more subjective than 
'■ - . . ■ - - . * 

either of the foregoing tefets. 

(c) Failure to employ a utilitarian cklculus . An even ' 
stiffer test of incompetency— that is one which would deprive a 
far greater proportion 'of persons of their decisional autonom'y-- 
focuses on the patient's use of a , utilitarian calculus to arrive 
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at a decision* « This test is suggested in the first. instance by 
the informed consent requirement itself which, because it requires 
the doctor to disclose risks and benefits to the^^p^^ient, could • 
be construed as suggesting that the patient should weigh risJcs 
against benefits . A patient could easily, articulate rational 
-reasons in support of the decision that he maJ^es yet f^i to. weigh 
the benefits of a particular course of action against the risks. 
This test is even more subjective than the foregoing one because 
it not orvLy requires the tester of incompetency to determine the 
factual veracity of a particular reason, but requires the 
evaluation of the weight given to particular benefits and risks, 
which is an inherently subjective Wterprise. 

^ (3) Nature of decision . Incon^petehcy couljd also be tested 
, by reference 'to the outc9me of the decision-making process, rather 
than by reference to the nature of the prpcess. For instance, 
the failure to make a decision that is in accordance with sbme - 
externally verifiable standard might be deemed to render the 
pat-rent^-irncfompetentr — Exampl e s of su c h standards are < a) what a — ~ 

'H ■ ' ' \ ^ * 

/ reksbnable person would decide under the, same circumstances, or 
(b) what the physician has recommended. For excunple, any patient\ 
who choosey, no treatment over treatment, or a risky treatment over 
a less risky one cpuld J?e ^eemed incompetent if a hypothetical 
"reasonable person" would not make such a choice. Or a patien^t 
whose decision is different from the doctor's recommendation could 
be -deemed incompetent. Such tfsts- verge on undermining, if they 



do not actually do so, the' pati;^nt*s decisional autonomy by 



/ « 
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honoring its exercise only where it is congruent with societal 
standards ♦ , ^ ^ . 

(4) Lack ; of understanding of " itif ormed-consent " information- 
Another functional approach to dticpmpetency involves determiniiig 
whether or not the patient xinderstands the information relevant 
to rendering an informed consent. There are two varients on thi's 
test: ' ' i > • ' 

^ (a) • Actual understanding V The .mdst straightforward way of 
applying -this test is for the doctor (or other pgrson) who has * 

t^made disclosure to the patient of the requisite information to 

< * 
determine whether or not the patient understands it. A patient 

-who does not xmderstand the information is deemed incompetent/ 
and deprived- of his decisional autonomy,^ No inguiry need be made 
into^how tfhe patient uses the information or even whether, he, uses 
it; nor need ther^ be »any scrutiny of the reasons that the patient. • 
has for making a* decision, nor of "the nature of the deci sion ^ 
Utijelf Rathfer, if the patient does not ixtfderstand the ihforma- * 
tion, he ib deemed riircompe^entr^and"^ of his right of ' 

.decisional autonomy. \ » . . 

A serious problem can occur in the adjiinistration of such- a 
test from ^:he fact that N^^'undef standing" is. rarely if ever a simple ^ 
2^es-or-no matter. And further, since there is not merely one ' 
discrete bit of information that i's disclosed but a range of 
information about risks, benefits, alternatives, and the jiature 
of the protfeduire, as well as varying, magnitudes and probabilities 
of risk and benefit, the measurement, c^f understanding is a highly 
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,complex undertaking, to say nothing of establishing the level of 
adequacy of imderstanding. , , . 

• ' This test best illustrates the conceptual overlap betWeeik 
incompetency and the "consent" element of informed consent. If 
consent means more than. mere permission, as I earlier sUggest6d 
that it does, and^iiivolves the giving of permission 'with an 
understanding of the nature <and/or consequences .of the^touching ' 
that IS to occur, then a regij^irement of competency is redundant. 
That is, when the courts state that a doctor may "render treatment 
only on the basis of the informed consent of a competent person, 
they are either engaging ^ a f eduhd'ancy or they are requiring 
something else in addition to understanding of the disclosed 
information. - ' * . ' " 

« 

"(b) ' Ability, to tinderstand ( potential understanding )/ 
Instead of measuring directly the; patient's iinderstanding of the 
information given by the directly;, the patient's understanding of 



this -'information could be determined inferentiaily. The patient 
might be administered a formal intelligence test, for ex ample. 



Or the patient ^s ability to understand infprmel-consent i^rtaa- 



tion might -J5e inferred /from informal conversation with thl^ 

p'atifent, . No matter what 'the basis' of the/ inference, this variant 

encounters the ^ame problems as the ^test based on actual ^ 

• ♦ 

understanding • Moreover, a further problem is introduced by the * 
fact that the logical inference that is made may hot be valid. 
/{ This variant i,s similar to status tests of ..incompetency because 
seeks to determine a patient's competency without directly ~ 
m€iasuring it, but instead ^y. inferring it from something else. 
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Any test which seeks to determine "understanding" is ' 
. > . ' * ' ■, 

particularly susceptible to the same problem that occurs with the 

' ■ * o 

"rational reasons" or '"nature of decision-making" tests. In 

attempting to gauge understanding, the, values of the tester play 

an insidious, and, probably unavoidable, role. *Not only does the 

tester's view of what constitutes understanding affect^the 

determination of incon^etenoy, but the initial selection of .the 

information that thQ-'patienf is to be tested on, reflects the 

importance that the tester attaches to what •information ^bouJ^d be. 

wjoerstood in order to^bB Viewed- as competent. Thus the personal 

Identity and professional allegiance of the tester play a highly 

influential role in determining whether ^ the patient is 

incompetent. ' . ' ' ' * ^ 

tests" of INCOMPETEilCY AND RESEARCH ^JECTS ' 
Returning to our original* conperh — "What would it mean to be 
cpmpetent^enoi^gh or refuse. -part-icipation in researcKT^^^^everal ^ 
things, are how clear: 



^ - ■ ■ ■ \ . ■ • ' ■ 

. . hiA_s._ gues ti^n _i&_KjDrth-aski^g-a nd c msweA ngi — This is because" 
in orde^r to authorize one's own, participation as a research 

* f t ^ 

subject,' one must be able to render informed consent,. And, in' ^ 
order to render informed consent, one must be "competent" — or, as 
r prefer to piit it, one must not be incompetent. 

There » is a difficulty in specifying what it means to- be 
competent to make a decision- to {(erti^cipate in research because 
it is 'uncertain how incompetency, is^o be measured. I have 
described two different approaches to the determination of' 



incoin|)etency— status and fimctional tests— and there are several 
variants on each of these gene^ -approaches . No authoritative 
law-making body has £v^r, to ^ the best of m^, knowledge, 
authoritatively specified how incompetency is^to be determined. 
There are some dicta in cases', but sinq& the' question has never 
been squarely presented for consideration, there -is no ' 
authoritative holding 'oh the matter/as yet.' ' - « 

^ Becaiise of ^e legal "prQsuin|^ion of 'competency, " that is, 
that all persons are presumed competent until an authoritative 
determination is made to the cbntrary— and it is not at all clear 
who is to make such a deterjBination--]we should approach our 
question in a slightly different way. Instead of asking "What 
wuld.it mean to be competent enough to consent or refuse 
participation in research?" we should' ask "What would it mean to 
be incompetent enough not to be able to particfipate in research?" 



Although the grammaticalTdif ference b^twfeen the- two questions is 
slight, the legal difference is'ifiuch greater. As a result of the 
le<jal_prestia^%ion--o^-ren^etency, alP'persons are presumed 
coBa>etent to consent" to* or refuse t^o participate in research. 
Their decisional autonomy may be stripped Way only on a showing 
of /Incompetency. Investigators need not be conporn^d a,t the 
outset whether a person ^s competent tq, be, a subject; the ~ 
investigator is entitled to^ssume' that the person 'is. Rather - 
investigators need only be, alert to evidence that the subject is 
incompetent, at which point participation • should either be denied 
or discontinued, depending on whether there is threshold or < 
process incompetency. ^ • 

■ GO ^ 



Now-Imust finally "stop begging the question. Suppose we 
8U8{>ect incoiltoetency. How do we assure ourselves that the subject 
is 'or is hot incompetent^ jGiven the multitude- of tests proposed, 
which one should be' applied? ^ 

I recommend a conjunctive approach utilizing both threshold 
and process tests of incompetency. If the patient suffers from 
any serious physical or mental infirmities, incompetency should ^ 
be suspected and further determinations made. If pye patient is; * * 
not clearly incompetent at the threshold/ disclosure should be, , 
made to the potential subject of the legally mandate^ infortaat^on-- 
that is, that information required both under pede^al regulations . 
and under applicable state law, though Ordinarily this will be 
the same information, and a process-test of incompeitency should 
. then be applied. . - * ^* 

Which one? The lack of clarity /in law ^s^ to how incomp g^t^pcy ; 

' ^ <s 

is to be determined — that is, which test of incompetency is to be 
applied — results-^om--two-inrebg'spj5ne^^ T 7^ 

pragmatic. The ideolbgical problem has its origins in the fact 
that there is^ no clearrcut societal consensus as to how competing- 

values invthe medical decis/on-making process are to be * J 

19 / ^ X • ' ' ' . * 

reconciled.. therefore, /because of the lack of consensus, it is 

not possible to be sure of which test tq select. The pragmatic 

■problems. .arise '.from tl^e" tremendous difficulty In applying abstract 

tests— assuming we first know which ope tp use-^o' concrete cases 

with any assurance of. validity and reliability. 

'The "absence-©f-decision" test of incompetency most honors 
20 

individual autonomy, since it permits the subject to govern his 
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own. destiny regardless of the mannir in which he makes a decision, 

regardless^ of what the reasons for the decision may be 
Hdwever, this test places great strains on society's interes.t.^n 
^ health and in, assuring the integrity of. the heal'th professions / 

since its application may result in the denial of highly ^ 
< ^beneficial^ treatment td very sick people. * vj^ 

• , - At the" other extreme is the "nature-of-decision" test. ' 
' Because it honors only those decisions of a subject which < " 
cbrrespond in n^,ture with those^ es^4lished by an ext^nal 
standard-, it thoroughly undermines the value of indpidual 
.autonomy, by disproportionately favoring society • ©^interest in 
heal.th and in the. professions . 

The othei: tests--"lack of • under standing:^' and "failure to 
• articulate reasons"— f ^11 somewhere between these two extremes 
. and thus do not unduly-favor either conifetellatioii- of values to 
..the exclusion of '.the others. ^. Each has /aspects to cbmmend itself, 

» - - ' - . / ^ 

la^s^ell_'a4!:difficulJd.e^^^ - 



I-recommend starting with the '^Actual-understanding" test. 
This test commends itself ^aljove ai;L. others because it is "implicit 
in the idea of "consent;." Probl^s of* administration of this test 
•are -not insubstantial, but a common- sense approach in which the 
ihvestigatoi:, has a conversation with the prospective subject about 
the information relevant to y6he research is likely to tip-off the' 
investigator to any misappr4hensions that the subject iriay harbor. 

More specifically, -^e inyestigator should be focusing on 
the patient's understanding of those things which the common-law 



' " ' 21- ■ 

and- regulatory definitions of infonned cdnsent require discloaure 

of: ^ ' ■ . I ^ 

(a) The fact of being a research subject s The* first 

requirement of the regulatory definition of informed 'consent is 

that the subject be infor^d of "the^ procedures to be followed, 

and their purposes, including identification of any procedures 

which are. "texperimental . " Another requirement is that the 

subject is to bet provided with a "description of any benefits 

reasonably^ be expected." . Altljpugh the regulations do not 

explicitly state this, the language of these two provisions can 

be fairly read to require that the subject be told that he is a 

research subject . This is probably tlie,mdst important aspec"^ of 

in^notted consent to- research, and thus the subjeW should 

understand , that he is a research subject • \ In the case of non*-^^ 

b«iefici^l22 ^>™arch^ the subject iftuat be told ahd.uhderst^d" 

that the primary ^^unpose of 'the procedures to Which he will be 

subjected are to acquir:e Imowledge and not to benefit him * ' . 

personally and directly '.'-N^?here the research ife beneficiaiv the 

sub ject must be told .-^hat the p^ipose of the procedures i^ not . 

solely for his benefit, but in part for hiT^ehefit and in part 

for t;he acquisition of knowledge more "generally . 

These are fairly sophisticated concepts. I have seeri \ 

s , »' 

"intelligent law students experience soitfe difficulty in under- - 
standing the difference between therapy and i;efifearchl It is no 
wonder that .patients, and especially menally ill patients, have - 
diffleulty with this concept. 



(b) Alternatives to - participation -,— ^olAt-fche- comraSn law and 

the federal regulations re'quire that subjectl^ be informed of, "any 

apptopriate alterna|:ive pr<^cedures t^t might be advantageoiis 

. . . Jy" Thus the subject ougljt to, under stand, in«the case of 

* ■' ' •. • ■ ' 

beneficial research, that there are other things that the doctor . 

^ could do to p-rovide relief from illness or -injury. "Where the 

alternatives are not. themselves.' experimental, the. S'Ubject-s^oUld 

understand that" "fact, and vice-versa, ' . 

(c) Right to terminate pa^^cipation . -The subject, should 
he told and should understand- that' consent to participate is 
revocable at any point, arid that there wi^l „be no „eollaterar loss 
of privileges as a consequence of '^tith^a^^^ Th^^4-.is far easier 

to state in the abstract than .to explain concretefy to a subject*. 

' ' . =■-.,. ' » ■ . 

- and it is likely that it i« far more difficult for the subject to 
-understand than it is even to explain. Clearly, withdrawal from 

^ a research' protocol may have some legitimate untoward consequences 

- for the subject, such as the fact that he may now haye to pay for 
^care that 'was previously being financed by . research grant funds. 

Thus, to boldly 'tell t^e patient, as ' the . federal regulations 
require, that he "is free . . .*to discontinue 'participation in 
the project or. activity at any time without ^t?^judice ..." is 
just not so. Therefore, determining' whether br not. the subject 

- "understands* the right^to-s withdraw is extremely difficult to 
determine because it is not at all clear what the extent of the 

t . ^ 4 

I 

right is. 

_ (d). Right? not to participate . Neither the federal • 
regulations nor the case law explicitly requires the investigator 
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inform potential subj.ects of their right not to be research" 
subjects! However, this right is' implicit in and fundamental to 
the notion of informed consent. Th\^, potential subjects ought- 
to understand that they are free not to enter" the research 
protocol; and of, course they should be told this, J suppose that 
they should also be told that they are fre^ not to be subjects 
"without prejudice," but this is even hazier here than with 
respect to the right to withdraw. . 

- Take for example the patient who is admitted to a clinical 
research ward in a psychiatric 'hospital . If the patient refuses 
* to partici|)ate in a given research protocol or in any protocol, 
there is no reason for him to be hospitalized on a research ward,. 

in some cases there may be no reason for him to be^ 
hospitalized at all. In order to obtain the^ patient ' s informed 
consent7""^e^patient has to be told about alternatives. 
Alternatives to being orrtdie--^se arch ward may include being 
hospitalized elsewhere in rhe hospitalT^eing treated as an 
outpatient, .being sent- to another hospital, or noEr^eing treated 

all. If the patient is admitted to.^a. research ward, and 
refuses •ed^^pa^;ticipate in^a research protocol (or withdraws from 
one), one of these alteriiatives will come into play. And might 
they not constitute *'prejudice^*M;o the su^ject?^ Thus to comply 
with 9ne requirement of informed cons^nt^is to deny fulfillment 
of another. 

(e) Other aspects .of -understanding . Similarly^ the pubjec\: 
should understand all of the other information that he rs given — 
abbi4t risks 'and discomforts, l>aving' questions answered,,.^, and 
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the (non)availability of compensation for research-induced- 

injuries. — . * ' , . ^ • 

* * - ^"'^^ ^ , 

• The foregoing is what should be done if an Vactual- 
understanding"- test of incompetency is to be applied'. * 

.irtakenseriously, 'it establishes a very high standard of 
. competency, which may disqualify potentially lafge^. numbers of 

persons from '^exerci sing decisional autonomy. At the' same time, 
* however, since an incompetent person cannot >)e made a research 
subject without the consent of his legally authorized 
representative, it is possible that the added factor of third- 
party review of the decision to be admitted into a research 
protocol will afford added protection" to subjects agaihst 

' f. 

' unreasonable risk-taking. 

It is possible, howevery^at a patient may "pass" an 
"actual-unaer standing" tes<^nd yet leav^ a feeling in the 
investigator that h.e does not really understand what the research 
is all about. * This may be the case because the subject is unable 
to articulate any' reasons or is unable/to articulate rational ' 
reas^ons in sjipport of his decision, because the subject does not 
weigh risks against benefits in jnaking his decision, or because 
the stibfject declines to participate in beneficial research when 
there are no alternative treatments ( i . e . rbecause " of the nature ^ 
' of the subject's decision). That is, the patient may passone 
test of. incon^tency but fail -another. - . 



^ SOME 'THOUGHTS-^ON WHAT "UNDERSTANDING" IS 

' TJi6 foregoing discussion suggests— and I.belie> 

\ would all agree from our experi6i^--that one can understand 
discrete ^aspects of a problem without'Tia^i^ a complete grasp of 
•the whole- problem; that is, the whole may b^s^gb^er than the sum 

. of the parts. . • • . ' 

I believ^e t^at a subject bould "pass" an understanding test 

of^ncompetency, ' yet leave th^ investigator dissatisfied that he 

really understood what the 'research wassail about,; even a^Na' 

layman' s" level . This statement assumes'' that we are ablfe to 

determine- what '/passing" an understanding te^t would involve; I 

am not sure that we can. At. this poiht, I will jiot actually try 

to do so, but merely content myself With specifying some of the ^ 

issues that will arise in such an undertaking. • , 

• ■ • . ' ■ J ' 

First, mere parroting of information does not . constitute 

understanding. As I have noted elsewherfe, too m^ny empirical 

. studies of informed consent „ conclude that patients do not 

understand, when what they really mean is that with the passage' 

of time, patients tend to forget what they were 'told. However, 

some minimal amount of retention of -information is a prerequi&ite 

to genuine understanding, whatever it, may be.- Thus, while Tack 

of vshort-term reCallyis evidence, of .a^^'lack of.jgenuine " »^ / * 

understanding, the converse is .not so: the ability to* recall and 

repeat what one has been told should not be mistaken for genuine 

\ - , • , 

'understanding. . • . v , 

At the other end of the spectrum, neither is genu^e under- \ 
standing -in this context to be equated with that, level of under- 



standing which the investigator^ himself or other scientifically 
trained persons might have. Something far less than thTat level 
of understanding will suffice for a subject tt be considered not 
ncompetent to give informed consent to participate in research. 
^ What degree of understanding, then, is -sufficient? This 
cannot be 4efined with precision, and even 'a description is ^ [ 
difficult. Courts ha,ve used the term "appreciate" in their 
discussions of consent and competency. That is, the subject 
should not merely be able to repeat information that he has bee 
given, but should appreciate its significance in the context 



The context that is relevant may include the facts that the/ 
-individual is' a research subject; that he is a patient; that he 
is in ,a hospital; that the person speajcing with him ,is a . 
physician; that the procedures are or are not being performed in 

whole or in part fpr the acquisitrion- of knowledge. In short, the 

O 

subject must be able to integrate the relevant information into 
'a^ meaningful 'whole * 

CONCLUfsiON - ^ , 

The enterprise of determining what it mean& to be competent 
enough' to consent to or refuse, participation in ^research is 
fraught with perils on both ends. At one extireme, we run the risk 
of setting the level of competency so high that few will attain 
it, and as a result deny the fundamental right of^ decisional 
autonomy to all but a few. At the oth'er extreme, we take the 
chance of settihg thfe level of competency so low €hat great 
nuraber^of pe^i^ons will subject themselves to the risks pf^ 
partid^ftAting in beneficial research or to the riel^s of not 



pai#icipating in beneficial research which they do not genuinely 
desire to take. ' " 

The risks are not solely to the individual. There are risks 
to society from setting the level of con^etence too high or too 
low. By setting, It too high, we may assure that valuable research 
rs^not undertakeru> with the consequent 1 6s s'''of~ potential social 
•benefit. By setting it too low, we run -the risk that many people 
who need treatment may not get it or that people who do not, will. 
Either type of error has social costs as well as individual costs. 
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barrier to his doing so. See generally, Meisel, 'The 
*Exce{)tions to the Informed Consent Doctrin^: Striking a Balance 
Between Competing Values in Medical Decision-tfeking.'* 1979, 
■ WIS. L. RE\^^ 413, 434-438. . ' • 

lie ': ' ' ' : " 72- 



45 C.F.R. at 46.103 (c). The federal regulations carefully skirt 

the problan of viio qualifies as* a "legal^authorized representative", , 

leaving, the matter to be detemined according to state law. The problem 

yiX^ this solution is^tiiat In few states is ^le^law particularly clear 

on vdio qualifies* as a legally authorized representative. In, only two 

state§,* Louisiana and Utah, where there are sp^ific statutes is the 

matter clear. ,(See generally, Nfeisel § Kabnick, ''Informed Consent to 

;Medical Treatment: An Analysis, of Recent Legislation." 41,- U/TllT. L, 

•REVr.MO?, 458-66 (1980). However, in all states, a petition can be . 

filed in a court of appropriate jurisdiction to have an individual 

adjudicated incompetent and a ^ guardian appointed* Where this has - 

already been done prior to the person^ s "'entry into aTesearch protocol, 

tbe guardian may have the authority under state law to authorize ; 

participation as a research sybject.i Whether the guardian does have such 

authority is dependent both on the scojie *of-the court decree adjudicating 

the individual incompetent, and applicable case law of which there is 

little. or none.' Alternatively^ an individual may be adjudicated . 

^incompetent for the very purposj^f rendering medical treatment, either 

in a research protocol or ojjherwi^e. If the court finds the person 

incompetent and appoints a guardi^, it will then be for the specific 

purpose of deciding *\Aether or not to pemit th^ individual to be a 

» 

research subject. r> 



fii both situations— -adjudication of incocqjetency before the issue 
of research arises, "and* adjudication of inccropetency in contai5)lation of 
medical research- -the court will have to deteimine \diether the individual 
is incompetent, and in so doing wilj. have .to apply sane test of inconpetency, 
Thiis the matter of how incompetency is to^be detemined arises whether the 
detemination is made- by a judicial or medical authority. * 

o 

9 

Wheth|r the process is terminated at the threshold, that is, before it 
even begins, or whether it is teiminated at some point in the course of 
makiijg disclosure and obtaining consent, the label of "inconqpetency*^- is still 
applied to the patient. As a resuft of this J.abelling, certain things 
should ensure as a matter of law* First, no conventional treatment should 
be rendered, unless there, are extremely exigent circumstances. . Instead,^ 
a proxy decision-maker must be obtained. As a matter of practice- -a 
practice that is so deeply eni^^ed that it may as well be deemed a mat^r 
of law, if in truth it i.s not- -close ^family members are usually consulted' 
and informed consent obtained from then. . • v.. 

This practice has begun t<> be called into question in cases involving 
the rendition b| extraordinary forms of medical care, but as of yet there 
is no. definitive law judging the propriety of this|practice in routine 
situations. . • - 



In some cases, there are no family members to whom the doctor can turn 

> 

to obtain informed consent. (Some states have statutes permitting the hospital 
director ^to authorize medical treatment for involvuntarily ccxnnitted mental 
patients). In other situations, the family members may be in disagreement 
a% to vAiat should be done or may, after being informed, refuse rather than 
consent to treatment for the patient in question. In such cases, the 
doctor is faced with the choice of vdiether or not to institiiSfee judicial!^ , 
proceedings to have the patient de9lared incompetent as a matter of law, ' 
and to have a guardian appointed to authorize the recomm^ded medical 
care. , - ^ ^ 

Whether or not a doct<Dr is obligated ' to institute proceedings to 
obtain a judicial declaration of incompetency under these^ circumstances, 
or \Aether he may merely decline to render the recommended treatment on ' - ' 
the ground that the patient has not "consented" because incanpetent to 
do so has naver, to ray Icnowledge, been explicitly ruled vipon. But see , . 
Steele v. Woods, 327 S.W.2d 187, 198 Qto. 1959) (dictum). I would " 
venture, however, that since the nature of the doctor-patient 
relationship has repeatedly been said by courts to be a "fiduciary one'^^ ^ 
conferririg upon the doctor the utmost obfigation of fair dealing with 
andf protection of the patient, that any harm that accrued to a patient 
'^^o was not treated because he cpuld not competently consent and because 
^ the doctor failed to obtain a judicialjruling upon'^the patient's 
coi5)etency might well render the doctpr liable, . \ 



^ . A full "ciiscussion of the problems of proxy decision-making 
are beyond the-tounds of the*pres©nt topic • • Suffice it to 



say 



thit 



despite some legislative forays into this area in 



recent years, the law is extr^l^ unclear as to what should^ 
be done when a patient is ijic6iii|)etent. 



18. As I mentioned earlier, a person i^ inconpetfeht if he 
occupies a particular legal status such as- a child or a 
person adjudicated 'incompetent by a court. In these cases, 
the person is probably also incompetent to make medical 
decisions, but in,th^ context of the current discussion, J am 
not referring to these groups when I use the conc^t of 



* tatus - incompe t ency' ' • 



c 



19. For a more detailed discussion of the values, see Meisel, 
op,, cit. at ref. 15 supra. ' ' , ' 

20. See Roth,, Meisel, § Lidz, -'Tests of Competency to Consent to 
Treatment'*. 1977, Am. J.^Psychiat. 



21. See 45 C.F.R. at 46.103 (c), 
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22, '•Npn-bene£icial" research is a term o£ art synonomous with 
"non- therapeutic" research -- .used to denote a particular, 
research procedure which ig^not intended to confer direct/ 
therapeutic ben'efit on the subject, but 'is intended only to 
acquire knowledge •< Nbn-&ene£icial research may, in fact, 
confer benefit on the subject; the distinction betv^eeiTTr^- 
and beneficial r.esearch has to do with the investigator's' 
intent, not with the reasonably foreseeal^le conSequerice, 



23, I do not contend that he must be able to view thte information 
in the same way that the investigator does ; nor that he be * 
able to understand the view of the information thiat the - ' 
' investigator hol^js though' ^ejecting it himself, ^ For example, 
the investigator, may tell the patient ^that the puri)ose of^^^ 
procedure is to relieve hisi depression,. Tlj^subject may be 
able to explain that the investigator believes^a 
procedure is intended to relieve depression. But the subj 



may hijnself believe that the procedure is intended to kill 



him. If this is the case,. I do not believe that the subject 
can be said to be competent, , ' • , 
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The Issue of 'competence. to consent to ^therapeutic and experi- 
mental procedures, once a neglected topic of* interest. only to a small 
group of legal and medical 'academics>' has recently 'been propelled in- 
to the, forgjfront of debate ^out medical and- experimental ethics. 
Mauiy of the same factors that have led to profound .interest in.in- 

'formed consent— *a growing distrust of professionals in general, a 
rising . consumerist, and self-help 'origination, and ^e exposure of 
some startling examples of the misuse' of trust by medical experimen- 
ters— have led in tunt to ?ui •e:tfaLmination' of \t}ae pr^uraed prerequisites 

^to, effective informed consent/ competence 'among them. Despite its 
repeat prontinenc^, However, the issue of competence , J sometimes re- 
f erred to as'-capaoity) to consent 'to/iresekrch is of relatively recent 

derivation and awaits generally acceptable attempts, at definition. 

' ' * ' ^ / r , ^ ' ^ 

ThpLs --paper will review, the -previous literature on the elements of 

(competency';^ and .outline.. th| psycfiopatho logic phenomena that might 
impair subjects', performance. Finally, the factors that might in- 
fluence t.he choice ,o^ .standards for competency and the. possible 
implications- of those choices' will be discussed.' 

The relevance of an' individual* s mental* capacity to the adequacy 
of* his consent to participate in research was first formally recog- 
nized *'in. the i>Nuremberg Code, the initial attempt to cod±fy tlie ethical 
principles that should giiide humem experimentation. (1) The Code,, 

i . ^ ^ ' * ^ - - ^ ' . • . 

elaborated ^ response to the revelation of lilazi atrocities committed 
in the name o^^Bjivancmg medical knowledge, deemed "cibsolutely essen- 



tial" the "voi^H^ry consent of the human subject," and continued: 
"Th'is^ means that the person should have legal capacity to give con- 



sent," Along with capacity^ the free power of choice and sufficient 
knowledge and comprehension to enable an understsmding decision were 

• sikigled out as the touchs^nes of what later came to be called the 
doctrine informed consent. 

Of interest in the Nur^mber^ .formulat^n whi6h some have 
argued was ^'designed exclusively to deal wit;h non-therapeutic research, 
is the seemingly absolute natyre of the requirement for legal^ capacity 
There is'Vno provision in the Co^e for any .procedutes that Twould per-? 
mit subjects' lacking in capacijfcy^feo" participate- in res'earch. 4?his 
situation was altered •wj.^feh the prpfl^igation of the Declaration of \ 
JJelsinki by the World ^Medical As^^opiation in 1964. Now the most 
widely recognized code governing experiments with humans, the Decla^- 

' ration distinguished between "clinical research combined with pro- 
fession^il care**, (i.e., research that might lead to therapeutic gains 
for tlife subjects) and ''non-therapeutic clinical reseWch*. " {^) - tn ^ 
each category, it appeared to allow the consent of a third party' to 
be substituted for that of the incompetent subject: for clinical 
reseatrch combined with professional c^re Tf at all possible, ^ . ' 

» consistent with patient psychology, the doctor should obtain the 

. . '-^ \ : ' ' ^ ' . ' 

patient's freely given consent ... In case o^ legal incapacity,* ctfn- 
sent should also be procured from the legal guardian; 'in caa©. of . ^/ 
physical incapacity, the permission of the legal guardian- replaces ^ * 

that of the patient;** for non- therapeutic cliriic_ai^esearch - 

' , * « ' ^ < »- 

•^Clinical -research on a human being cannot be undertaken without his 
' free consent...; if he is lega^lly incompetent, the copsfeht of the 
legal guardian should be npfeeured . " > * 



so 



f « 





approximately^-cne same rime as-=tm€u4iscussion that led to the 
Declaration of Helsinki, oublic attention in ♦•ho rim' ■f^^==c.*.a4..»., f...^^ 
.being drawn- to th'e need for procedures to prevent harm to rSsearc 
subjects.. This heightened awareness of the need for regulation was . 

» 

, prompted by -the revelation of th4' effects of thalidomide ori fetuses 

in Europe, (2) the well-publicized episode of the Injection of &e 

cycer cells into unconsenting pdti,ents in a Brooklyn hospital, (3) 

' amd tihe recognition that few systematic means of monitoring research 

'• j ' . • 

existed in this country. (4) As the scope x?f possible abuses - ^ 

widened; (5) ,the first -sets of governmental guidelines controlling ' 
clinical research were issued 'by the Food and Drug Administration 
(rel.ating to investigational use of new drugs) andv in 1966, by the 
'U.5'. Public Health Service (relating to the clinical research that\^ \ 
■it'funded). (2) When, in 1971, the guidelines were codified, the 
: participation of incompetent subjects was explicitly permitted as long 
a^ consent Jiad be^ obtained from a legalLy-authorized proxy. (6)' 

-.The reliance on the idea- of "legal" incompetency in the' codes 
and regulations shifted from the medical to the legal professions the 
burden of deciding which subj.ects • mental incapacities precluded • 
.their -participation.' in research. Yet, despite the cachet of legal 
authority that this move seemed to le^d to the competency decision, 
the 'fact was thaf Anglo-Ameriban lawjfead never clearly formulated 
the a^teria to be used in measuring legal incompetency. (7)' . Nor • 
was it. clear whether the standard -that should be utilized was one 
of general incompetency to conduct one's affairs oi^^e more speci- 
fic and liidited measure, such as. incompetency to make .a contract. 
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V The 'leading coupt: case to date on the issue of iiumari experimen- 

tation, Kaimowitz v. Department of Mental Heaith (8) , did little to 

\ . ^ ' * I 

clar\fy matters. Rtfling on whether a prisoner had the al^fclity to 

•> \ ' " 

give informed consent^ to 4 p^sfyclj'ostirgical prdcedxire that might affedt 
ft>r release/ the . Kaimowitz court Wld thai "the very 
elation diminishes •the capacity to consent to 
^particularly vulnerable as "a reiiult of his 
mental fiic^ndition, t^^deprivation stemming from invo^^S^yry confine- 
ment, and\ the effects of th%, phenomenon of ' institutio^nlj.ization. ' " 




By aj5pearing to confftse the Nuremberg Code's requiremeni: f or f reldom 
of choi-ce, '^which the court felt was inHerently deficient in a 
prisoner/ with the questio^^of mental capacity, Kaimowitz demonstrated 
the conceptual pitfalls that aw^it-those approaching the subject of 
competengy. The implication that a potentially coercive environment 
renders an individual incompetent to make choices regarding- his future 
has been widely condemned". (9/10) 1^'^ » * 

Following Kaimowitz^ , the most significant effotft, to define the 
relationship between a jsubject's ^competency and the adequacy of his * 
consent to research was the work o? 'the National Commi,^jioA'"f6r the ^ 
F^i^otectioii of Hiaman Subjects of Biomek'iJgal & Behavioral Research, . 
notably in their report on^reslearch wit-h the "institutionalized 

mentally infirm.", (11) The Commission recoinpie'i|de'ci a slioing scal^ 

' ^ ' ' ' '< - 

Of consents/^ varying in stringency with the degree of *risk posec} by 



the research and its potential therapeutic benefit to the subject. 
.For minimal risk» research/ mere "assent" was required, constituting^, 
a lower standard for competency for that ^pai;ticUlar situation.* Parti-^ 
c ipfit ion !by incompetents in resjearch posing higher degrees of risk 
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was- permitted .only with a variety of types of substituted consent * 
and supervisidn bf the consent process. The failure of the Coinmis- 
sion*s elaborate conclusions definitively to settle the debate about 

t^xe partici-pation of subjects with impaired capacity is demonstrated 

' — 1' • ' ' . . ' * 

bbtn by .tAe many objections tq" the Commission's reports (12/ and by 

the f aCiiure of DHEW (^ow DHHS) to for^ially implement eith^ the 

Comiiiissions'^s recommendat;ions or its own modifications, of the Coramis 



sion's report?. (13) ^ 

Regajcdless -of the ^nature of the ultimate solution to the regu- - 
latory issue^ it is appai^nt that tl^e problem of 'competency of 
pbtential suBjects will; continue to play an important role in its^ 
'formulation. Yet/ more than thirty years after the enunciation of 

9 - ' * * I * » 

the Nurembferg Code^ the crit^jpia required Jifor a determination of 

• ^ ^ 

legal incon^etency remain ambiguous. Although the rules ^governing 

competency are' legal ones, and as was demonstrated clearly by the 

Kaimowitz deciaion^ are rootted in public .policy considerations , 

psychiatry ; can coixtribu.te* to the outcome of the' deli^rations by. 

delineating tihose aspects of mental dysf^uiction that may impair 

Capacity to consent. 

Standard^ For Competency * 

Efforts to define standards for competency t<5 conslnt haye not 

been raxe^ although most such efforts have been directed towards 

the issue of consent, ta treatment rather than consent to i^d^earch* - 

The various standards, t%at have been proposed appeaif generally to 

- . '/ - . • * " ' ' ' . " ' • 

cluster into fou^r groups i While, the relationship among .these groups 

- - . ' ' ]^ '[ 

.Requires further ^empirical -study / our .clinical experience; plus the 

* ♦ ' . ' • ^ ~' ~ . 

literature we* have" reviewed suggest that the'se 4 grouos may be 

hierardHically arranged ta furnish a progressively more stringent 



•standard for assessing a -sxibject 's compet^i^y* 

A *• Evidencing a Choice (See Table 1) ^ ^ ^ . - 

This ''least rigorous standard for competenc^^^^^^^ the subject 
has been adequately ififoinned about the nat\ire of the research) is the 
subject's actual communication of a decision as to his participc^tion 
in the proposed project, *^^d4,15) This requirement has been phrased 
as demanding that the sub.ject "manifest his consent" (18) or^ 
"express a positive* interest in taking part, "' "(17) A more be- . 
haviorally orriented indicator of this standard, one that places less 
emphasis on the subject's v^ba^izations, 'is the requirement tijat 
•the .subject has "cooperia^ted appropriately in the early proced\ires , 
involved in the study. (17^ ^ - 

The IsuggestioV th§5t_thQ, overt manifestation qf a subject's choice 
is important" for a competent decision is frequently omiiited from 
discussions, pf the topic, perhaps because of its appcurent tauto- 
logical nature.' Qne group of authors, foj/ example, who propose to 
eliminate entirely the elemeht of competency from the triad of in- 
formed consent, nonetheless would. have a co\irt th^it "finds before 
it- a person who fails to respond to pertinent questions" deem the 
individual not "^have rendered a vauid^ consent. . (18) 

Relevcuit psychiatric aspects - ' Psychiatric states that int^r- 

fere with the lability*" to fhanifest a choice include mutism^ as a 

/ • • 

result of catatonic stupor or severe depression; catatonic excite-* 
me[nt; mania; profouhd psychotic thought disorder (e.g., psychotic 
-word salad) that renders communication unintelligible to others; ^ ^ 
and marked ^ambivalence, as in schizophrenic .or severe obsessive* 
States^, whei^ the -staHility of a choice, assumingj.one can be mani- 
fested/ is not evident- even over a, reasonably short period.of /^ime . 



Testing for Competency ^ To the uninitiated, operationalizing • 
the requirement that the subject evidence a .choicel;nay seem a trivial 
exercxse; in most mstamces one need* only ask the subject .whether or 

not he desires to participate. There are occasions, however, in 

f . i 

wiy^-ch the communicati(^n from the subject will be so ambiguous as to 

raise serious question^ cibout whether or not consent has occur.red* 
These include cases in ^^i^^^e subject's vgrBal and behavioral 
responses diverge: foV exaj^le, when a subje'ct declines to partici- 
pate in a study requiring venipuncture, then rolls up his sleeve 
and holds out his arm to* the experimenter. 

• In , ambiguous cases'*of this type, or in cases in which the 'vector 
of the subject's choice appears evident but its constancy is uncertain 
there merit in deferring participation until the sidDject's chpice 
can be ascertained more clearly, either as a result of repeated con- 
tacts or in respoi;ise ,to second individual eliciting the consent • - , 
Analogous suggestions have been made previously that certain types 
of non-^experimental procedures that involve ^^stibstantial risk for the 
subject — such as sterilization — be subject to a mandatory waiting 
period af ter^ the initial soliqitation of dbns^nfi, in part^to assure 
the constamcy of the response; (19) \ . ' . 

B factual -andetstana^ncjr^ of the ^.Issues (See Table II) • . 
' jrhe subiect'.s understcuiding df the issues relevant to partici- 

pation IS t;he single fact9r that has been most widely acdepted ^s 

* ** * • 

a stcuidafd for competency. A typical .formulation requires that the . ' 
subrject have "the cognitive .capacity to consider . the relevant 
issues. .Those a^jy^ds that 'have'>-been considerj^d toXbe of crucial' 



relevance for the subject 'to unjierst^d include: "the natxure.of 
the procedxire, its risks, and other relevant information," (8) ^ ' 

V I 

"the -nature a;ad likelihood of success of the proposed treatment 
and.; •of its risks and side-effects," il5) "the available -options, 

'their advantages' a^d dii'advantages,," (19) "the knowledge that he has, 
a choice to mak^, " (20) "who he is, vhere he is, what he. is reading 
and what he is*doing in signing the . paper," (21) and "the conse- * * 
quences of participation or non-participation.* (22) At an extre^^e, 
the recently promulgated DHHS regulations fqr obtaining informed 
consent require that up to fourteen separate items, including such 
things as the availability of compensation for injuries, be disclosed 

^to, and presumably understood by, the potential subject, (13). «The 
rigor af the requirement of understanding obviously increases with 

>the amount and' complexity of material tha-t is ^required to be*iinder- 
stood. ^ Stome writers make undera^tanding ,the sine qpia non of their 



st§mdard of competency, (23) and it has ;long been- the orimary element 
of legal tests of contractual and testamentairy capacity. (7) 

"Factual understctnaing" actually encompasses two different 
standards: .one can require, as mahy writers do, that the subject * 
have the "ability to understands" c^r moree^stri'ctly, one caif insist 
that the subject manifest "actual xifddrstandiiig" of the material. (14) 
A modified ^d* limited "ability, to understand" standard appears to be 
coupled with am ^evidencing of choice" standard td establish the - 
standard for "assent" to minimal risk ir^search in .the recommendations 
of the National CdnonisMon, for the Protection of Human Subjects of ' 
Biomedical Research, (11) 'a standard that- approximates the*lLevel exist 
ing in- the days' priorVto the 'advent of the law o^ in formed 'consent. 



ot an individual's 



Relevant psychiatric aspects The, elemen 
mental functiqning that seem important to Ms ability tio display a 
fact\aal understanding of the issues include: intelligence,. (24) ' 
of which IQ may . be one jneelsure and adaptive capacity to the tasks 
of. everyday life ahother; language skills (24); attention"" (25)^' ^ 
orientation^ (17); recall; cihd\ecent memory* (25,17) Intelligence 
can ^be^impalred- by^^mental ret^vrdation- or-a^ar iety o f~6rganic states ; 
adaptA-ve capacity is further* susceptible to limitation by chronic 
psychiatric illness and probably by the effects of institutionaliza- 
tion.^ The other factors are all likewise capable of being impaired 
by 'long-standing, brain damage or acute tox^c states/ Attention cind 



orientaEtion may also suffer during acute psychotic episodes, .and 
there is some evidence to suggest that memory may be impaired in 
chronic schizophrenia. (26) ^ • 

Testing for competency - Means of demonstrating a subject's ' 
actual understanding of. issues related to his .decision include, in 
increasing order of difficulty, askihg .iiim to^epeat the information 
provided, asking him to paraphrase it^in his own words, cind requiring 

•'that he display-an cdjility to put some or all of the information to 

. I . 

practicctl ti^e. One difficulty ^in testing understanding of the 
consequences of -a ^debision (often conceptualized as the risks and 
benefits) is the possibility of divergence between what the irweSti- 
gator perceives as a benefit or a* risk and the subject's view of the 
matter. (27) Consequences of partiqipation such as prolonged . 
•hospitalization, often thought of as a^disadvantage, might seem quite 
desirable Jzflf^a so9^ally ^isolated or otherwise intppverished subject. 
C Rational Manipulation of Information , (See Table III) 

One ^tep bey<*hd measuring factual j;inderstanding is determining 



how the infobStatttoh that the subject assimilates is utilized in the 
decision-making ppo'^ess, ♦ The riibrics by which this standard is 
^ discussed Includlf: ' judgment, (25) Nationality, {2A) rational 

weighing of risks and b(en<6fits, reality testing^ (25) amd decision- 
; making capacity. - Legal rules concerning contractual axid testimonial 
capacity have traditionally recognized at leaSt one defect of 
jrationaliiy--'-— the-^reserice of '•ijisane ipslusions" - as grounds for 
^invalidating an individual's acts. (7) • ' 

Relevamt psychiatric aspects In addition to delusions, which 

' • . ' 

are acknowledged by a number of writers as pptentially signifiS^t 

factors affecting competency, (28,15) other symptoms that may have^ 

a similar effect 'include: hallucinations, loosening' of associations 

or other severe thought: disorder, and severe or extreme degrees of 

phobia, panic/ (20) emxiety,.. (!i5) euphoria, (20) depression, '(20) 

ang^r, (20) agitation, and obsessive preoccupation. Tlje ^exi^£ence 

of* a pathologic relationship (i.e., one marked by excessive depend-' 

ency, (20,25) passivity, (25) or unwarranted trust (25)) with the 

• party seekihg consent, or with someone who may be affected by the 

consent^ has been suggested as a factor that could also' contribute 

\ . ' ' ' ' . ' - . 

to impaired rationality. This condition, hoWever, -Seems to b^ re- ♦ * 

— ^ , • . " >^ 

lated more to p^e issue of the voluntariness of the decision/ to the » 

appreciation of alternatives, or to, the -'knowledge that a decision needs 

to be made, *♦ ^ ^ 

' ' testing for competency - Rationality is- frequently tested in. 

the mental ,§,tatus examination^^ by *tiie st^dard \5uesti0ns that elicit / 

hallucinatory and delusional material (e'.g., ^chneiderian signs) and 

by theu^e of yignettes that pose a problem to which the* patient Vi: 

asked to res^S^lid. A less strijctured • test suggested by Cole is 

whether the potential subject, can carry on an ordihary^conversatior> 
in such a way as to indicate that he^can understamd questions an<5 

ERJC . . / " 88 , • ;. . 
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answer in a logical and reasonable manner* (17) In troublesome cases, 
it may be necessary to inquire about or to observe the rationality * of 
*the subject's decision-making outside of the formal psychi^|^;.c 
examination. Data f^om' family or friends may establish that the 

^ < seeming rationality displayed in the examining room »is cdjandoned by ' 

the subject when he is confronted witlt real demeuids for action. 

^ ^ The subjective nature of any assessment of rationality has 

frequently been pointed to as a major obstacle to the successful 
employment of such a -test. (23) Bu# an 6ven greater probl'em may lie 
in the consensus of most experts today that^n impairment of ration- 
ality does not necessarily affect global decision-making ability; 
that is, that the impact of delusions) for exaunple, may be limitec^to 
a discrete area of mental ftmctioning. Although this belief aw«its 
defini^tiv^^empiricai^ verification, it indicates the possible ^utility 
( of a test of raticjoality directed to the specific decision at'hcuid, 
♦ ratfcher than to Ae individual's general functioning. 

7 ' , ♦ . ■ ^ / . . . 

Frequently, however, there is difficulty in di^^wing the .required 

causal links between the presence of even clear-cut deltisional 

phenomena and the subject's specifid decision. Itj^has been suggested 

'"S**^ th2f€ on^ meems of so doing may be to demonstrate that in the absence 

of the subject's delusions;, the decision would have been * ^ 

differently. But that may be to* place greater enjphasls'on Jthe outcome 

• "^^^ of the decision ,than on the process by which it .was derived J the lattJ^ 

^ . comprising the core of the ra'tionality standard. In addition ;ii«xcept 

in rar^ cases, such proof woyld- be extremely difficult. More practical , 

- would be a test in which the^ presence \of any of the signs or symptoms 

, .noted above in the subject's chain of reasoning ^about participation 

\\ • ^ in research would raise a seribas but - rebuttable doubt as to the i 
\ • . - - • • 
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►subject's rational manipulation of tlje relevant information, 
D.- Appreciation of th^ Nature of; the Situation (See* Table IV) ' 
Thfe strictest standard for ^^mpetency requires, on^e und;er* 
steuiding. has been attained, that the rational manipulation of *in ^r- 
mation take place rin the conte'xt^of the subject.' s appreciation of 
the natiare of his situation. Appreciation is distinct from, factual 
understanding in that it requires the 'subject to consider the rele- 
vance to his iimnediate situation of those -facts he has previously 
uijderstoo^ in the abstract.^ It differs from the rati'onal manipula- , 
tioji of information, by requiring, that the subject take certain 
crucial data ii^o consideration, rather than merely asking him to 
^manipulate rati(^nally whatever information is already at hand.* 

.s has been phrased in a Variety of ways, asking that the siibject: 
^appreciate the. cons^Jfiiehces giving or withholding consent," (28) 
jave "a-*sense of who he is and why he is agreeing," (21) recogniie, 
"ip a mature" fashion, the^ implication^ of alternative courses of 
action an^ appreciate both co'gnitively and^af f ectiveiy the nature 
of the thing td be decided," (29) or "appreciate what is relevant 

to forming a*V^.udgn;eht;,o4f ■ the^ i^sue in question • i.e., . . consider 

* «■ " ' • 

reieyanl;'^ evidence . " ( 10 ) ^ 

. "Appreciation" has been widely discussed in relation to the , 

""^^ . 

somewhat^ analogous issue of criminal responsibility. According to 
the • formulation of the Model ?enal Code 'pf.. the Americcin Law Insti- 

* * 

a 

tue, . the lack of "substantial capacity* . ». .to appreciate the • 
wrongfulness of his conduct" is.oae situativ^n in which a defendant 
will be he^ld.to b6 non-culpable. (30) Appreciation, in this sense, 
^ taken to be an affective, as well as" a cognitive, recognition .of 
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the natifre of ~ the 'situation. (31) ' This precludes finding culpable 
ytn individue^l who knows in ^ the abstract that to murder is wrong, 
b.ut who believes that ciivine writ has relieved him of the need to • 
adhere to that rule. In the research setting, .using this standard,- 
an individua,l who understood the nature of the, proposeci prlScedures 
cmd could r'atxonally evaluate their risks ^and benefits, but who 
believed that he was being asked *to participate in an exclusively 

9 

therapeutic, rather than an experimental, process woul^ he found to 
be lacking in capacity to consent. 

Suggests tions as to the components of the situation whose ^i^t^ence 
ought to be ^appreciated by the subject include: that the subject 
has a problem or psychiatric condition appropriate ^f or study / (17) 
that the proposed procedures ate intended to achieve research ends' 
and not only (if at all) • therapeutic ends (32), that there may be 
both treatment and research staff members involved in his care and 
that thedr rbles may differ, (17) that the treatment. tHat xs offered 
may have been selected on a randomized basis / -(^-37 3*4) that both he - 
and his caretakers may' be blind to the nature of the treatment, and 
that he may. receive placebos . An additional proposal is that the 
subject have an "awareness of how otkers view the decision, the 
general social atjfcitude toward the choices and an i^derstanding of 
his reason for deviating from that -attitude© if he chooses to 'do 
so. (20), ' . • . ^ 

The e:^tent of the lack of^appreciation of some of these, -elements 

has been demonstrated in studies that reVealed: that without a 

* • • f- 

i^lear-cut.. explanation mc^t subjects were not able to infer that 

research.was 'going (on (35); that^a majority of parents of pediatric 

research patients did not recognize the" research nature o£ the 

hospitalization . (32) ; that only medically trained subjects were able 
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to' appreciate fullytKer risks in a drug study despite extensive • 
explanation (35); that even when patients were told tha't they were 
being given a placebo, they still ascribed therapeutic powers ^o it 
(37) ; and specifically with= regard to psychiatric patients> that 

9 

patient-subjects have difficulty in distinguishing beneficial from 



noh-benefipisdr aspects of research (38); that 68% of schizophrenic 
patients failed to cite their illness as the reason for treatment '(39); 
•aAd that only 46^% of a sample of newly admitted voluntary psychiatric 
p2i\ients could clearly acknowledge the presence of psychiatific problems, 
.•(4t.) ' ' ' * ■ . ) ' 

Relevant psychiatric aspects - The major psychopathologic 
mechanism that ca« impair appreciation -(given the ability to ratioa- 




ally manipulaDte infg^nation) is denial ( 25 )T^som"e times termed lack 

of insight\ Denial can affect the .subject* s appreciation o£ the 

fact and severity of the illness or condition, (41) the fact that 

research and notyme'rely treatment is. -being proposed, the possibility 
// • * * 

of improvement fith and without the research procedures, £md.the 
scientific metriodology of the stud^^ (e.g., placebo, double blind. 



randomization). Other factors that may influence appreciation in- ^ 
cjude the capacity for abstract, as opposed to concete, reasoning 

(affected by IntelTigencev leyfel of education cind "maturity" (19), 

* • 
as' well as psychosis and orgcuiic brain d^age) ; and psybhotic-level 

» distortion, nihilism, and hopelessness-h'elplessi^ess . The law, in 

^ ^ sbme non-pathologic^i circiamstances, has . traditi^ ona lly included a 

variant of the "appreciation standard" for determining competehcy . 

Thus adolescents, who can both understand 'and, rationally manipulate' 
" information", are nevertheless enjoined from making unaided treatment 
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,or*' research decisions/ presumably on the basis, of lacking the maturity 
re<juired' for ^6nuihe appreciation. ^ * ^ * 

'festinq for competency - A subject 's ability to appreciate, in , ' »* 
general/ can be estimated by the usual techniques of judging insight 

* and determining the presence of psychotic-level defenses. * Specif i- 



c?iriy with regard to the research setting , the subject's appreciation 

can be tested by examining his grasp of the factors discussed above. ^ 

> • • , • • 

whether the extjant^Jlf -the subject's appreciation^needs to coincide 

precisely wii:h the investigator's is a controversial topicji Some 

commentators have suggested that/ in -a "therapeutic setting/ the-'--^^- 

patient. need only "understand the natur^ of the mental condition 

Which the psychiatrist believes him to have/1" wii:hout necess arily . 

"agreeing witl^ that judgment.- .(15/42) ^ Such a standard/ however/ more 

closely resembles a factual understanding test- thah a genuine test * 

oi apprfciation. - Although some people may be' uncomior table with 

such a criterion/ of necessity the 'Subject' s views (e.g.'/ on the 

•pije^ence or absence of illness or the results of accepting or re- 

fusing participation) must ultimately be measured by their ""cor res- 

} - ■ * ^ 

pond^ce with the consensus of knowledgeable (usually professional) ' 

opinion" on' those issues. . ^ ' . - 1 



Choosing the Standard 



Despite wide variation in the wording of many attemptS^io define 
the standards, for competency/ they appear/ as '^hown above/ to^ b.e 
classifiable^ into four general categories. ' Rather than ^deriving a 
single standard for competency from this discussion of the relevaii't 

^ ' . ' 7 

mental functions and the psychopathologic states., that may :|(npair 

. . ^' . - ' ' 

them/ one- is left with a range of testable functions that/ ' depend- 

' , , . ^ \ 

ing on where the line* is ^irawn/ can yield multiple standards for 



competency of varying stringency. Further, it^ is clear from this 
approach that-any of the four resulting standards, or some combinar 
of them/ are "legitimate"^ as long as they Ccui be justified from some 
reasonable policy perspective. ' • ' , , 

Although the place at ^ich one chooses tb draw the line ought 



to be determined by the poXicy-oriented goals that one seeking to 
attain, difficulties arise when imDre than one policy goal is ^sought, 
when the deSLred goals are^ incompat4»ble, or when no consensiis* caYi be 

r ' / ' 

attained on the desired goals. The ultiniate stcQidatd for ycompetency 
is thus almost certain to be a compromise that seeks to' ifiaximize the 
'des<irable effects of applying a given standard while mihimi^ing the 
undesiraible ones. This process becomes clearer when consideration 
is* given to^the possible goals .that onet^i<jht attain by .va^ing the 

standard by which a subject ds considered compe^Snt^ Such goals 

* * 

inevitably include a mixture of concerns reiating to the soci'etai 

1 ^ . . • ^ 

valul^s that .we wish to implement cuid to the p^ref ejjences we wish to 

confer in these values. The values at staJge in 'the choice of a 

standaftrd for competency to consent to research inevitaibly include' 

a mixture o£ symbolic cuid instrumental concerns. - 

^. Autonomy — Also referred to as self-de'termination, the principle 

of encouraging ;autonomy foi- the subject has been considered one of 

the central goals underlying the entire j^octrine of informed consent 

(24;4^,44) ^ By requiring comprehensive disclosure of information to 

-the experimental subject, infoinned consent.is said to return to hjim 
maximal power to decide what should 'or sho\ild not be done ^ith his^ 

'body, .Insofar~as many writers see the power ^o make one's own -de- 
cisicms as th^ essential attribute of autonomous functioning, th^*' 
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arg^e for a minimal standard for competency or for-. abolishing . ^ 
the requirement for competency altogether. (i8,,45) 'A standard that 

* -requires no mord, than "evidencirig a choice" would maximize autonomy 

>♦ " - \ • * . * • 

thus conceived.** ' * ' 

t ^ / . • . • ' . • ' ^ 

. , Rationed depision-making - The ^proAiotidn 'tDf rational decision- 

* making is seen as a good in ^itjfelf* by', several, authors, (■43;44) even 

thoge who it the same time view, maximizing subject's autonomy as a 

primary goal pfHlnformed consent. Rationality in decision-making 

would seem to rlb^ire a veiry high standard for competency, at least 

"rational mahipiilation of information," and probably •"appreciation 

- \ ' ^ * J ' f 

of the nature of ^:iie situation-," since the rationality of /the outcome 



when such appreciation>is lacking may well in doubt. 

Beneficence - Somewhat aq± of fashion these days as a goal of 



policyrmaking, and usually omitted->£Com~discussions of the objectives 

* I ^'"^^^"'^^■'■■"^•-■•--^ I / ' * 

of informed Consent, beneficence represents tK^^^etMcal imperatives 

I / •> ^ ^ ^^/""----^ * 

Both to protect others fromvharm and to ao good wheneverpossible. 

'(24) So construed, beneficence favors a stringent^^andard for 

competency, at least "rational |manip\ilation of in^rmation" and* 

^ probably "appreciation of the nature pf the situation," in order., to 

achieve three ends: (a) honoring autonomous decisions ♦only when' 1 

the subject's capacity to behave autonomously is clearly present; 

• (b) protectirjg those who, , lacking competency, would conisent to 

research that involved risk to them, ^and (c) assuring t:Hat ihcompe-' 

tent sul)jects*who fefus^e p^a^rticipation' that might be, highly advanta- 

, geousjtb them are nonrjstheless^eirmitted (some would say compelled) 

^ . ' to benefit by participating ^^ the research project. 

' . Although 'this is the^way in which the topic is usuallv discussed. 
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it is of interest that* the entire docbri^e of informed conserft can be ^ \ 

. * " - . . ... * \ * / * ' \ ' ^ ^ 

seen* iih tefenfe of beneficence ,--v^thert*fan as a reqjuirement -only de- 

signed to promote autonomy: to, the e5ctent that the requirement for . t 

informed consent liBits the freedom o^^^e individual to consent to. * , 

research under conditions that may be acceptable to him,^but -not Jbe- 

cause risk is involved) to society as a \fhole, it; limits an, individual ' s 



exercise of autonomy for the sake of his protection. - 

Respect for persons - This term tends to be used in a variety of , ^ 

ways, bT|t has been defined as "using a person as an end and^not a means" 
(46)/ as "protecting the patient's status as a human*being" (44) and 
as not taking advantage o£ the subject. (Shah S, *.personal communic.ation) . 

The goal of avoiding fraud and diiress would also seem to belong here. 

^ \ ' ^ - 

(44) As ethical -object^^ve, resp^t for psg^ons. carries within it 

the tension between allowing as much autonomy as the individual can ' 

^ / 
reasonably mamage and orovidong protection to those with* diminished 
> . " y - ^ - ^ . . < 

ajitonomy. It therefore encourages a compromise between the goals of 

\ ' ' . ^ r 

autonomy\and beneficence cuid may point towards an intermediate^ 

standard such as "factual understanding" or "rational manipulation of , 

« infoincnation. " • ■ ^ , • ^ ' * • * 

- y Justice - Highlighted* by the Belmont Report as a primary ethical"^ 

. considearation in undertaking resfearcjx', (24) justice in this' sense ' ^ 

! " ^ * ' ^ 

is uslially conceived of as distributive ^^jtistice: as^ring that the ' 

burdens^of -pa^'ticipating in research do not fall inequitably on cer- ^ 

tain cfrcSups. This goal can' be accomplished by raising the ^]^|^el .for , ^ * 

competeh'cy required ^rom those' groups one^wishes to protect. In . 



effect/ this is what the Kaimow'itz' coi^.t attempted* to do, by raising 
^^the level of ^competency required from a prisoner to the point at 
whicii^no prisoner could meet it. The court manipulated the level of 
competency- required to enforce its conviction that the participation 

' of prisoners in psychosurgical procedures .under any cirpumstances .was 

E^C. desirable.' . , . , \9S ^ ^ 



,tion given* to the 



On the other hcind, there has been some attei 
distribution of the benefits of participation in research, such .as 
enhanced self-esteem^ and consequent c5bjectifons to being treated 
differently have been raised., on behalf of some groups. It has ^een 
* argued,, for example, that creating spejsial regulations governing 
research with the elderly would contribute^to an unfair characters- * 
zatipn of older people as generally senile and in need of special^ 
protections; (47) heightened restrictions on the use of certain 
'Classes of subjects, such as the mentally ill, are also felt to de- 
prive those, most in need of. advances in reseai^ch o'f the possibility 
of progress. (48) , ^ - ^ 

Insofar as undesirable effects are likely to accrue dispropor- 
tionately. to vxilnerable groups only to the extent that their ultimate 

; choices about participation in' research differ from those of the 

^ pofAiiation at large, the argviment. -may also be made that one tnust 
Mcamine the nature of the decisions of- presumptively incompetent 

, subjects as a group b^.fore,one can legitimately require that they 
receive special protection. <^e" Itudy h$s shown, that th§ .distribu- 
tion of decisions *aboj|t participation in hypothetical research ^' 

^ projects was the same in a ^up of medical patients as irf a group 

of. psychiatric patients. C49) NAssuming this finding can' be vali- 
, ■ ■ > • ' « • .« 

dated, it may well bring, into .question ^the usefulness of excluding 

subjects on the basis of incompetency in protecting autonomy, 

<• ... • ^ ' . 

assuring beneficence and respect for per'sohs, and achieving justice 

for the mentally ill. . ' . ' ► 

Encourag ement of research - Certainly some researchers feel 

strongly tiiat the requiremeht for informed consent ca^ serve to 

deter the pursuit of important areas of )cnowJ.e<|ge . (50) ';It' seems 



apparent that varying the Level of competency requited from sub- 
jects can affect; their -absolute availability^ the ease with whicll ' 
they can be recruited^ and the expense that their re^cruitment entails 
As self-evident as that proposition appears, it is unclear, pending 
empirical investigation^, in which -direction ^ the standard of -tfompe- 
tency should- be; moved to encourage research.. A low standard of 
competency is advocated both by researchers, who believe^ that most 
subjects given a choice will consent to their procedures, and by 
lawyers, who are more interested in autonomy than in research and 
believe that most subjects will refuse. A favored soltition of many 

A 

researchers is to adDOlish th^ requirement for competency to**give 
informed consent altogether, replacing it instead with a' rigorous, 
objective examination of the risks and benefits 'entailed by the 
project. Once some outside, knowledgeat^le committee has concluded 
that the benefits of the study outweigh the risks, it is advocated 
that subjects be permitted to consent regardless of th^ir level of 
compet^ency. (51) ^ \ • ' ' 

It may furthermore be that decisions made adjout research parti- 
cipation, even if uninformed, or 'pressured, or made by people of - 
dubious competence, may not differ from the decisions that ail of 
us. make in everyday life, such as when buying a used'car or choosing 
a brand of shafnpoo. If it is desir^ible to treat research ^no dif- 
^ferently frony those other situations (this may relate -to the desire 
'^to encourage research on to scyne sense of fairness)^ then .the level 
^ f or competencj)^ should be set; at the same presumably lowS^^vel that 

obtain^' generally. ' While experimental data would be required to 
, ascertain what that level is in a variety of settings^ the increa^- 
ing technical complexity Of our society xaakes it likely *that many 
decisions in everyday life are mafle without appreciation of their 
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■ consequences, without the ability to manipulate in. a rational 
manner the information that is provided, and probably without full ^ 
knowledge of the relevant details. 'Such an argtunent would militate 
towards a low standard of competency for cons^zi^ to research 
(although ^ it does not affect the desirabilitV of prpviding iijforma- 
tion* to ttie subjects^, perhaps merely "evidencing a choice." 
' Subjecti satisfaction - If, in the same sense that we wish -to ^ 
maximize autonomy, we ^re also concerned with the level of satis- 
faction that subjects display concerning their participation or 
failure to^ participate in research, an attempt- might be -made to vary 
the level of Competency required to ^take that^into account. Those 
who are 'excluded by too high a standard (or included by means of a 
■proxy consent rather than their- own choice)' ^^and those who were in- ' 
eluded by too low a- standard and later feel trapped by the decision 
that ihey were petmitted to make might. both desire the^ level at 
which the lir^ is drawn to ^e, adjusted actf^dingly.. Only empirical 
^ data, on the^^umbers of subjects 'who fall/ into -each group will allow 

this^/ end to be accomplished. ^ ^ ^ ^ 

/ * ' * 

/ 1<est Administration - S' prime consideration in many judicial 

^formulations of standards and procedures, the ease of > administration 

may also be an important factor in selecting a standard for subjects' 

/ _cpmpetency.^ Ease* of administration refers not only ^ the -time and 

effort required to perform the assessment, but ^Iso to its relia- 

*' . • * 

bility, that is, its reproducibility. .and the possibilities for 

manipulation and corruption. Along these lines, some authors have ' 

objecteci to standards for competency carried out at any. level higher 

than "factual understanding*' because of "the inherent difficulties 

in det:ermining the rationality, of thought processes' and the subject's 
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appreciation ^of the nature of his situation- (2*3) Following a 
similar line of reasoning, pbj actions liave been raised to the use 
df any standard higher than "evidencing a Choice." (18) Nonjstheless, 
the data needBd for 4:he selection ^of an appropriate standard by 
means of the reliability criterion* do not yet exist; they await 
empirical testing of a variety of def initions.^of competency in^a 
controlled setting. 

^The choice of a st^dard may also be affected "by the sensi*l£ivity ' 
and sVecif icity ^of the. procedyires that must be used to establish 
whether .the requirements of a part^icular *stahd2u:(J h^ve^befen met. 
A highly sensitive test yields a low number oj^ false negatives; .a 
highly specific test yields few fal^e positive findings. (52) 
Depending on one's tolerance for incompetent subjects ^o be ^included 
in research or for 'competent on'es to be excluded (wjaich may relate 

to how highly valued ^re the fgictors of autonomy, benefipence% and 

f ' - • ... . 

•encouragement of research), one migtij: want to choose a standard 

which when linked to the procedures used td^fees*; for competenc^j^, 

exhibited one or another of these characteristics. Such a character- 

ization of any of the atandards'br the. procedures ^used to test for 

them, however, also awaits experimental definition. ^ 

Temporal , Considerations' 

Rather than i^etting a unitary level of competency for all 

subjects at the time of their entry into a research prpject^ one 

might assume that they will become more understanding, better abje « 

CO manipulate the information, and more appreciative of the; nat\ire of 

the situation as they go along. Reflecting this expected change-^^ 

one^migI)t require a relatively low .stgndarh f*or cqmpetency at the 

time of entry into the pi^oject (for ,ex|Lmplf T the "ability tQ:^der-% 



stauid") ^but also require teconsent as the project^' proc^ds, with a 



higher standard utilized at that tim^". This approach, which 
emphasize?, "experiential as much as informed, consent represents - 
a means of reconciling autonomy, .beneficence, and encouragement of 
research.' ' - ^ 

Conclusion 



Jt is apparent -that before the appropriate standard for compe- 
tency to partici]^te in research can be selected intelligently/ a 
good deal of additional empirical data, ,as well as further clari-^ 
fication of the requisite moral imperatives, is required. At this 
poin^; in time, it iis difficult to .say with assurance that we know 
where to draw the- line in ofder ta insure thQ attainment of any of 
the policy goals outlined above. What is needed is empirical testing 
of the relicUjility and validity of the various- ways ^, of characterizing 

coraj^etency, a characterization .of the general population and of' 

- / V * ' ' ' ' 

^Xscrete populations .of particular concern ^icqoxdirig to these standards 

& • , ^ ♦ 

^and a cojnparison of the decisions made by those who meet or *fair .to 

meet a particular standard. Only then will we be able) to protect 

the., variety of interests involved in human experimen1:ation in a 



meaningful way. 
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Table I . 



Evidencxlng a Choice . ; 

.•• . 

Communicates decision about participation 

a. manifests consent ' - ^ ' (18) 

b. expresses positive interest' in 

taking part , (17) ' 

c. cooperates appropriately in early 

prbcedures involved in study (17.) 

d. gives^ responses any- none) to 

pertinent questions (18) 



V '. Relevant Psychiatric Aspects 



Huti^m. 

a. » catatonic stupor ^ 

b. ; severe depression 
Ca£;^tonic jexcltement 
Mania ^ . 

• ~ Profound psychotic thought dlsofde 
(e.g,, word salad) • 
Marked ambiv2U.enc:e ^ ^ * 

a. schizophrenia 
^ b. 'severi^'^bsessive states 




TABLE II 



Factual Understanding 
(Encompassing ability to understand and/or 
^actual understanding) 

^Has cognitive, capacity to consider the 

reieyant issues 
Understands the nature of the procedtjre, 

its risks^ and other relevant information 
Understands the nSture and likelihood of 
^ success^ of the proposed treatment an<3 

its risks and - side effects • , 
Knaws the.. aval lahle dption^^ their 

aidvanta^es and disadvantages 
Knows that «he has* a choice to make' ^ 
Knows vho he is, where he 'is, what 

he* is reading, and What he ia 

doing in signing the form ^ ^ 
Knows the consequences of 'participation 
• • or non-participation ** 
Knows up to fourteen separate items 

which must be dons ideijed, e.g. ,r 

availability of comjgensation for 

injuries 



Relevant Psychiatric Aspects 



* * Intelligence • (24) 

a. IQ ' ^ ^ ^ 
(1) mental retar&ation 

(8) . (2) * some -organic states • 

b. adaptive capacity to tasks of .» 
everyday life - ^ 

(15) . (1) chronic psychiatric illness 
(2 J effects of institutionali- 

(19) . zation ' ' 

(20) Language Skills / ^ : (24) ^ 
Attention (25) 

a. acute psychotic episodes 
^(2i) OrJLentation ' (17) 

a. acute psychotic episodes • ^ 
(22) Recall and recent memory ' (^5,17) , 

a. , acute psychotic episodes 

b. chronic schizophrenia * (26) 
All above factors impaired by ^ ^ ' 

(13) a. long-standing brain damage 
b. acute toxic states - 
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Table III 



, Ratj.onal Hanipulation of Information' 



Relevant PsychiaTtric Aspects 



How information is uged in decision- 
making process 

, a, good judgment ' ' t25) 

is rational (24) 

insane delusions absent (7) 

tests reality ' (25) 
d« has decisionmaking capacity 



•V 



Delusions - . ^ ' 

Hallucinations 

Loosening of associations or other 

severe thought disorder 
Extreme phobia or panic 
Anxiety % ' 

Euphoria 
Depression 

Anger ^ 
Agitation ' , ^ 

Obsessive preoccupation ^ 
Excessive dependency 
Passivity . * ^ 

Unwarranted trust 



(2a, 15) 



(20) 
(25). 
(20) 
(20) 



(20,25)) 

(25) JVolun- 

<25) )tariness? 
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Table IV 



Appreciation of the Natur^ of the Sit ua t i on 



Appreciates the nature of the situation 

(affectively as well as cognitively) 
Appreciates t^e consequenpes of giving or 

withholding "consent 
Senses who he is and why he is agreeing 
Recognizes «in a mature fashion/' the 

implications of Alternative causes of 

action and apprpcfiates Jx>th cognitively ' 

apd affectively this nature of the 

thing to be decided 
Appreciates what is relevant to forming a 

judgment of the issue in question - 

i.e., . . . considers relevant evidence 
For ^11 of the iboye,, "appreciates" 

av that he has a problem .or psychiatric 
condition appropriate for study 

b. that the proposed procedures arp 
intended to achievfe research ends 
and not only (if at all) therapeutic 
ends ti 

c. ' that there may be both treatment 

ahd research staff members involved 
JLU his care and that' their roles 
m^ay differ 

d. that the treatment that is offered 
may have been selected on^ a 
randomized basis ^ (33,34) 

e . that both he and his caretakers may 
be blind to the nature of the 
treatment ) 

f . that he may .receive placebos , 
Has ,aWareness/of how ofchers view the 

.decision-. , » - (20) 



'(28) 
(21) 



(29) 



(10) 



(17) 



(32) 



(17) 



as 



relevant 
for 



given ^ • 
research 
project 
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Relevant Psychiatric Aspects 

Denial (lack of insight) about; (25) 
a. fact, .and severity of 

illness or condition (41) 
/b. fact that research and 

not merely treatment is 

being proposed 

c. the 'pQs/i,ibility of improve-, 
mefnt with and without 
research procedures 

d, the scientific methodology 
of the study (e.g., placebo, 
double blind, randomization) 

Capacity fox abstract thinking, 
affected by 

a. IQ ^ 

* b. education \ 

c. psycho9is 

d. organic brain damage 

e. experience (e.g. , age, r 

. "maturity") (19) 
Psychotic level 
V a. distortion 

b. projectii^on 

c. nihilism 

:d'.. hopelessness-helplessness 
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Ovet' the past "twenty years, interest vjLn ipfolrmed jponsent 

/ , • • 

• in medical trea^tmeht and research has burgeoned. Evidence^ of 
,this growing concern is the "^large- number o£ published ' articles 

.. ..................... ... ...,..,V..A ■ 

that the number of articTes about KUman experimentation aljd^ 
informed consent increased six-fold in the period following 
1960 as contrasted wi-ti^the twenty year pteriod prior to 1960. 
This growth can be attributed to ^t^o larelated causes, the fjLrst 
of, which is a heightened "consumeris'm'V on the part^ ^of pa\ients. 
Previous .abuses have been documented as the reason ^or^Jhis" 

• movement (Stuart, 1978'). Federal regulations were enaqt^d to f 
"provide some measure of protection to research participants ^ m 

* _ o ^ o -. « , . 

(Federal Register , 197'47""ana"-^Jfhe "TnTo rjn^^d-^ ^pn^ef£t doct^rifie ^ . 

became more incorporated into .elements ^^o^^nf^iicai:' lf)f^tice 
(CTeveaugh-Geiss , 1979; Morris et al., 1977; Silberstein,,^. 1974>. 
,The second cause of this increased .jLnterest 'in issues- surrounding 
human experimentation is the, appearance of^ '^^nfoirRted consent*' 
or "lack oi it as an issue in I'&.wsuitS'' against metlical 'practitioners 
^ (Meisel, 1977)^. , ' ^ ^^^'^^^-^.^^ \ \ 

In reviewing the publish^ ar^ticles ;oh the cbns^ent ' 
process, the majority of , them'^haVe beien opinion or position^ 
papers (Burra et al., 19B0,; Culver,. 1980; Loftus and Fries, 
-^7^; Vaccarino, 197o^. 'They serve to cl3rif.)t the"^ issues 
iGil^lf^ 1978) involved N^n- obtaining consent and aid, in the 

• .development* of a uniform doctrine. The 'opinions- expressed in 
these' ar1:ixles* run the gamut from the view that informed consent 
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*is the- "absolute- right" o£ patient and is in no way 
detrimental to the goals of research (Mp'Lean, 1980; Par)c efal.., 
*'1967) to the opinion that informing the patient serves only to 
terrify- him and cause* undue anxiety, destroy the nature of 
il^ doctor-patient relationship and may severely impede the 
ptcrgres-s of. research (Coleman, 1974 ; Park et al . , 1966). 
Further, opinion also 'suggests on the one ^and that truly ^ 
informed cons-ent is a myth (Leeb et al., 1976")' a fiction or 

;■ 

illusion (Coin et al.,'' 1976; Hirsch, 1977 ; - Laf oret , 1976). . 
While'.on the^ther hand, it is believed th^t a "reasonable" 
c'onsent can be obtained , (Alfidi, 1971). *- 

.^This diversity of opi-nian is also expressed with respect 
to rfbtainirig consent from patients whose cbmpetence is suspec^ • 

* ' . * 

as in the 'case of severely disturbed psychiatric patients. 
.SoiJe View the presenile of mental illness -as liin^ting the ^ 
possibility of ob^ainiag informed consent* (Pryce, 1978)1 Others 
believe consent can be meaningfully obtained from n]iany of these ; 
patients . * . ^ ' * , 

fs' While opinioTi plays an important* role of ijjentifying 
And 'clarifying the i.ssues, it rather surprising that many 
opiiuon papers which address ability to give consent, do so 
without an empirical base for their positions, ^hf questions 
^surrounding informed* consent are sorely in need of solid empirical 
investigation (Stanley "^nd Stanleys, 1981) and somi^Tesearch 
efforts have recently been niade in this direction. It is this 
empirical work which -serves as tljie^basis for this review. 
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This paper will highlight the major empirical findings 
on informed consent. Instead of detailing precise results from 
each empirical , study, i't will focus on unanswered questions which 
emanate from the empirical work ^conducted to date. . • 

» The Research on consent falls into four major areas: ^ 
1. disclosure and comprehe^ision, of consent information,*. 2 . patient 
subjective reactions to consent information, 3 . methods of' 
decision-malc^ng in the consent process, and 4. competence of 
thje patient or research participant to give consent. ."This, last 
topic, competence, could be. su\)5umed under research on coftpre- 
hfension but for. purposes of this review, those* studies which 
address populations of questionable competence will b_£^yiewed 
jeparately^ Fuf ther, tliose studies which investigate consent-^* ^ 
to-standard treatment will be reviewed along with those whiqh ^ 



examine consent to research. The resulXs/of these studies 
can bq applied to consent to research'as well as to patients 
whose competence is s.uspect. . \^ \^ 

Comprehension and Disclosure -^ . ^* 
the fJLxst group of^empirical data to be reviewed; are 
those studies which investigate comprehension of consent informa- 
tion by patients. The largest body of empirical research on the. 
'consent process fali. into this category. Medical patients^ are the 
,mosJr frequently investigated; More than twen"ty studies have 
assessed under standi^ of consent information -by patients (e.g.-. 
Bergler et al., 1980; Cassileth et al., 1980; Hassar and Weiptraub, 
1976; Kennedy and Lillehaugen, 1975; Mafini et al., 1976; 
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Penman et al.', 1980; Robinson and Merav, 1976; Schultz et ai;, 
1975; Singer, 1978). The prototype of thes'e studies is as^ 
follows. P?itients are given, a consent form for either a 
research prbjtocol or standard treatment, the form is usually 

4 

read to them by a phys|.cian or investigator. Patients are ^ 
then asked questions regarding their knowledge of the consent * , 
information. The poin;^ in time that they are asked these,, 
questions varies from immediately afterward to several m^^ths 
plater. . In» the latter case, the study becomes one of tes'ting 
• "recall, instead of comprehension. , 

While it is difficult to make comparisons across studie^s 

as a result of different method^ogies it is. generally con- 
7 . - , ' ' .... 

eluded that Comprehension of cojisent information, irrespective" 

.of assessment time, is poor. Overall comprehension ranges from ' - . 

• approximately 35% to-80%'of the total information conveyed.. ' 

Patients tend to be Jest informed about 'their diagnosis and 

'th« apropos ed treatment (for exam'ple, the name of the °d rug they 

* . wfere to take) and least knowledgeable about .alternate treatments- 

' available and, risks including side effects of drugs and possible 

complications of surgicaj procedures. «In addition, some ^studies 

' of research, patients" "demonstrate that many were not aware or 

did not acknowledge that -they were/ in fact, participating in, ' 

a, re'sear.Gh study ^Mc^Cu 11 urn and Schwartz, 1969;, Park et al . ^ 1966). 

While results' of, these studies are, at first glance, . 

' / - ■■ ' • r - 

discouraging about 'the prospects of obtaining consent, most ot 

/ • • • 

the studies have limitations which make it difficult to consider - 

* * * « 



; them conclusive '(Meisel and Roth, 1980). First, in several 

studies we do not know exactly what inf ormati-on was' conveyed 

/ . " ' ' 

to the patients (Cassileth et al . , 1980;. Coin et ai:, 1976; 

Prilu?k et al., 1979). Further; some studies gave patients * 

the consent form to read and then tested knowledge of^ this ^ 

J . ) - , ^ ' 

form. We' do no^t know if,, in. fact, all patients read the form 

(Olin.and Olii^, 1975). -In this same vein, the amount of 

instruction given to pati.ents varie^ from study to study. • In 

/some, instruction w^s minimal with no particular effort made to 

^convey the consent information (Bens^ et al . , 1977). In^oiher 

studies,^ investigators went ^through a good deal of 'instruction 

^ with patients (Faden and Beauchamp, 1980^. Acro.ss' studies^, 

i^'in general, greater instruction appears to be associated, with 

greater understanding. This conclusion must be tentative, 

however, since^most studies investigate only one level of 

instruction (i.e. consent form, videotape aids , etc.) and differences 

' ** - ' ' ^ 

ampng -sajnple characteristics and medical proce(fures for Whicji 

consent wis to be obtained vary greatly (Arluke, 1980;. Muss . 

^ et al., 1979; Stuart, 1978). -^Uto 

Another factor, which makes it difficult 'to draw general- 

izable conclusions is that in many of the studies we do not know 

'the level of complexity of the language of the consent form that 

was related^ ii(^the consent session. GTrundner (19.80) and Mo^ow 

(1980) suggest that most consent forms are written in highly 

technical language. This may account for some of the poor 

comprehension attained in the ^empirical studies. However^this 
' » » • ^ 

*• ■ .IZX ' 
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is a speculation since most studies do not report the read- 

u 

ability of their consent material; Epstein and .Lasagna (1969) 
conducted one of the only studies wtTich systematically varied 
compa«exit;y a1^''feonsen material". Tljey presented thr^e different 
consent forms Of:" Vary^i'ng length to normal volunteers. 'They 
found that comprehension was inversely related to the length 
of the consent form. Ther'efp^re^i^^greater com"prehension may be 
achieved by, increasing instruction and decreasing' the complexity . 
of material. A simple t^chniquer such as givipg ^tlie. patient 



a consent form to take home, with him prior to sigiting it ,in- 
creases 'knowledge (Morrow et al., 1978). Also suggested are 
two-part^or three-part consent forms, objective tests, video- 
tape ^aids (^arbour and BXumenkrantz , 1978; Grabowski and Mintz;^^~ 
1979; Schwartz, 1978; Silberstein, 1974; Stuart, 1978, Williams 
et al., 1977°). Other ^studies have inves trig's ted the modality 
of disclosure --. i,e.. how the information %s conveyed to the 
patient to deffermine if comprehension systemat^ally varies 
according to type of "presentation Vritten information, video- 
tape, discussion .groups (Faden,, 1977 ; Faden and Beauchamp, 1980). 
These ^initial* studies show that modality does not seem to make a 
difference in level of comprehension. However, comparing 

innovative modalities of disclosure with the .traditional one-toH 

I 

/one doctor-patient model is, as yet^ untested* There is some 
suggestion (Muss et al., 1979) that instruction given by health 
professionals in addition to that given by the physician improves 
compreheftsion of cohse^t /information. But it is unclear whetner 



this improvement is simply ^ue to repeated exposure to the 

consent material or as 4 result of a qualitative di^efence 

in explanations given by doqtprs and other health professionals ^ 

Comparing studies of comprehension of consent information 
is further complicated when the methods for assessing comprehen- 
sion-are examined. Some investigators use multiple choice 
or true-false tests as a means of assessment while others 
utilize openV-ended questions with coded response^s. Relevant 
literature on learnin^g and psj^chological testing has showji 
,that tests of recognition,- e.g. multiple choice tests / are 
easier than tests of recall, i.e. open-ended questions. There- 
fore, comparing results of ^studies which use open-ended questions 
with objecti^ questions isT^roblematic. 

A further difficulty in comparing these studies lies, 
in the fact that immediate understanding and^ recall at some' 
later point in time are often treated interchangeably. However, 
results show, not surprisingly, that retention of information 
declines over time. The utility o*£^asse3sihg retention of 
alvl consent iiif ormation must be questioned. Certainly it is 

4 

important that a research subject remember that he has the 
freedom to withdraw from^ an experiment but it may not be necessary 
that he keep all the consent information in .mind several weeks, 
or months. after the initial decision. Further, the fact that 
an individual forgets information does not mean that it wasn't 
used at the time of the decision and then forgp^tten as part 
of the normal forgetting process.* X 



It must be noted that in the studies reviewed here, , 

there has been an assumption made kv most of the investigators 

^ that lenowledge of - the consent information as measured by some 

form of objective, test is equated with comprehension of that 
* * • »^ ' 
'information. This is a questionable assumption. If an 

individual is able to rep'eat what he has been told, it does not 
• necessarily mean he understands that information. In other 
words, knowledge is a necessary but not sufficient condition 
.for' understanding. A novel approach such as that taken by 
Mehingej et al. (1980) seems to be called fjw;. They developed 
^a three-part assessment of comprehension which includes an 
objective test which requires subject? to make judgments ^ 
about a series of statements. • Illogical- judgments indicate a, 
lack of comprehension. 

• Lastly, the sample characteristics of the patients^must 
' . ' be taken -into account when we examine comprehension. Many of 
<- the studies have examined understanding of consent information 
by medical patients who have serious illnesses'. Others have 
looked at the less' Seriously ill and^some hav^ researched the 

"normal" voiynt^'er (i.e., those^without medical illness)., 

ji; ■ - . ' ' . 

Hospitalized and non hospitalized patients have been studied. 

Comparability of these subject groups cannot be assumed.; The 

ill patient is. under more "emotional stress th&n the healthy •., 

.volunteer. This stress may interfere with comprehension of 

consent information. F.urthe-r, differences may be found between 

the hospitalized and non-hospitalized patient. There is sonie 



research which suggests that hospitalization itself makes 

an individual feel more vulnerable and this iiT turn may 

influence comprehension of consent infoxjnation/. Cassileth et al*, 

(1980) found that ambulatory patients, demonstrated greater • 

comprehension o£ consent information for cancer treatment 

than those who were bedridden/ Perhaps bedridden patients were 

preoccupied with more serious illness . Further, education^il 

level and* intelligence have shown some relationship with com- - 

prehension) of consent information (Cassileth et al,, 1980) 

although t^iis. is* not a consistent finding. 

Overall, the comprehension level of consent information 
is not very high. However, instructional aids seem to increase', 
comprehension. In general, conclusions from these studies of 
comprehension must bef drawn with caution because of their 



limitations . 



Patient Reactions 



In addition to studying the amount of consejit information 
that patients understand, some investigators have .conducted 
studies on ho-w patients fee.l about being informed (Alfidi, 1971; 
Denney et'al., 1975; GoIdteK and. Johnston, 1976; Lanktonet al., 
1977). This area' of investigation was popular a. few years ago 
when the' merits of informed consent were bqing 'hotly debated. ^ • 

^ . ^ V * i 

This research typically was designed to assess whetner inarming 
the patient was harmful. To a large, degree , this point is moot • 
since consent is now required for most researxA projects and not 
informing the subject is no longer a possibility^ initial efforts 

4 , 
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are being .ade '^' redirect "this ^esearc* toward determining 
the least- anxifty-producing manner for informing the patient . , 
(Faden, 1977 ; Faden and Beauchamp,. 1980). 

■ patient reaction to consent Information is typically 
assessed by asking patients whether the informa-tioriTdisclosed 
in the consent session made them upset or anxious. While there 
are anecdotal rep^.s- that the disclosure made patients anxious 
'fearful. st,tis\cal s«,dies find no differences in anxxety 
levels, either self-reported or by physician observers, be- ■ 
tween informed and uninformed patients (Denhey et al.-. 1975; 
LaWton e, al.. 1977; Houts and Leaman. 1980). ^ile two ^ 
studies without uninformed controls CAlfidi. 1971; Houts and 
Leaman. 1980> found that consent information disturbed about 
40t of the patients, only U decided not to go ahead with the 
recommended prpcedure and 97t of the people regarded the 
information as.useful. It is, interesting to note that one 
«tudy (Denneyet al . , 1975) found that anxiety- levels post- 
operatively were lower in informed rather than uninformed patxents. . 
" This finding, suggests- thSt knowledge of expected results make ^ 
■ the actual .results more emotionally tolerable and less frightening, - 
I„ fact; {his notion serves as tj>e basis for pre-surgical, 

. counseling which prepares patients through support and information. 
•' ■ In a study of family planning clini'c patients. .dif|erent 
methods of disclosing information to the patients did. not ),ave • 
• an impact of patients' level of -anxiet; (Fa^en. 1977). About ' 
twenty-five percent of the patieWs reported feeling more anxious - 
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than usual following the disclosure of information. However, 
the same percentage of patients who were faced with making the 
decision about contraception also reported more anxiety than 
usual despite the fact- that they ^ had not received the detailed 
•informatioA. 

Thus, when conducting studies in this area it is important 
to attempt to separate out normal anxiety induced by making a 
decision about a medical problem from' anxiety induced by detailed 
information about the procedure. Further, it would be useful 
to conduct similar studies with mfedically ill patients to 
determine whether they ^spond differently than patients who are 
heathy (Golden and Johnston, 1970)'. * A study which did examine 
chronically il,l patients , found tfiat physicians who sounded 
angry and anxious but whose speech content was sympathetic had 
patients who were more content. This suggests that -a very 
complicated, sef of factors are involved in patients' reactions 
in a medical setting (Hall et al.,'1980). 

J Overair, this area of investigatiori would seem to b^^ 
most fruitful if ef^^orts were placed, jaot in looking* at whether 
consent information mfkes people upset or anxious, but, instead 
toward finding the least anxiety^- provoking manner in which to ^ 
disclose information. ' ^ 

< * Decision-making ' 

A small number of 'studies have investigated, factors 
which influence patient decision-making in the consent process. 
Some studies have shown thar people feel that they have no choice 
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and ftust participate (McCullum and SchwaAz, 1*69). Other 
studies do not find "this^ and th'e primary focu^ of them has 
been to determine whether disclosure ^o£ .risks disc.ourage 
patients or research subjects from giving consent (Alfidi, 1971; 
Lankton et al. , 1977)'. In"- a study of risk disclosure for 
anesthesia, patients did not refuse th$ procedure following 

detailed information about 'the fisks (Lankton et al., 1977). 

r ' . 

Similarly, in two studies only a few patients refused angio- 

> ■ • ' , - • 

graphy following a detailed risk disclosure (Alfidi, 1971). Per- 
haps the be.st known study in tHis area was conducted on kidney 
donors (Fellner and Marshall, 1970). This study was designed 
to determine whether kidney donors utilized risk informatipn in 
th'eir decision_-to donate a kidney. It was found that decisions 
were made long before any detailed risk disclosure was made and 
further that disclosure had little impatpt oft' the, donors . However, 
more recent research (Stanley et al., 1980; Stanley et al., 1981) 
has sbown that participation in hypot>ietical research projects 

1 e ^ ' . 

varies according to the risk of the project. 

A few studies have attempted to relate comprehension ot 

.consent information to decision-making .(Epstein and Lasagaa, 
1969; Stuart, 1978). Tentatively, findings seem to indicate 
that higher levels'- of cpmprehension are associated' with higher 

•rate of Agreement. However, interpretation of these findings 
are problematic 'because the risk-benef it ratios 6f the procedures 
must be known in. order to determine whether the patients ' • 
affirmative decisions were sensible. 
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As an. outgrowth of the studies which showed that risk 
^disclosure does not seem to influence decis'ion-making with 
< ii^i regard to medical procedures, some investigators have begun 
' to", itlentify factors which do influence decisions. In a study 
of participation in psychology experiments /(Geller and Faden, 
1979), the relative influence of standard consent information 
and personal testimony of one individual was examined. ^ While 
recall of consent informartiori was affected by testimony which 

a • * 

contradicted it, the decision- to participate was not affected. 
In another study, subjects reported that disclosed information 
wa's not the primary determinant in decisions regarding contra- 
ception. Instead, personal feelings were reported '^o^ have a 
greater influence on the decision (Faden and jBeauchamp, 19800*- 
As an extens.ion of' this worky. it seems worthwhile to utilize 
and adapt some of the techniques developed by investigators who 
research decision-making and information- prbce&sing C-Jan^s 
anif 'Mann, 1977; Jurigerman, 1980'). For example, it^ seems .worth- 
while to try to ^dapt the ;technique o^f "policy capturing/ to 
.' research on informed consent. In addition to. asking subjects ^ 
what influenced them, they ''could be' placed in a variety of - 

• ' : .J 

hypothetical situations and asked to make a decisron about 
participation.. In thi^ way, theq^at/ent 's ability to report 
influences, an abii^dty which is not completely reliable, would 
not . be so heavily depended upon. This hypothetical apijroach . - 
with its pitfalls can^be balanced with the patient self -reports 
for a fuller picture of the decision-making procefes. 

-12S 



' Competency . * ' 

Competency.to ehgage in the consent process*, has been 
tKe l^ast researched area in the informed consent literature • • 
A major difficulty with conducting research on competency lie^ ^ 
in the fact that' there is no standard definition oY competence, ' 
(Meisel et al.; 1977; Roth et al., 1977), no accepted test 
of competency (Appelbaum' et al,. , 1381f; - Appelbaum^ et;al., I'gSlb; 
Dabrowski'et al., 1978)' and no clear ^greewent on the appropriate 
dividing line between competence and incompetence. .In studies ^ ' 
of comprehension, what one investigator believes as signifyirij^* " 
competence CWoodward, 1979) another believes indicates in- 
competence (Bergler et al., 1980). Further, agreement is lacking 
on which groups of patients should be suspect as having "uncertain 
competence.'*^ Mentally ill patients have been identified as ^ * * 
one such group and the few empirical studies on competency have 
focused on the mentally , ill . However, other populations ma)f- ; • 
also fall into-this category of '^questionable competence." These 
groups are the elderly, children, the mentally 'retarded and 
those patients suffering from organic^ briin syndrome; Empirical 
investigation of these individuals is lacking. 

- The empirical evidence that is available with respect to* 
the mentally ill pr.^sents a somewhat mixed picture. Under the 
rubr/ic of "mentally ill," are primarily schizophrenic and 
psychotically dj^pressed patients. One conclusion^which can be 
safely drawn with r^pect to the mentally ili is that they 
certaTnly do no better than, medical patients in the consent proce^ 



The evidence that they are less able to give consent is 
somewhat equivQcal .and to a certain extent depends upon the 
- definition of competeiicy which is utilized. iVith re;ipect 
to fcpmprehension of consent information, a--ffew studies have 
assessed- psychidl^ip patients' ability to understand consent - 
information (Appelbaum fet al.«,1981a; Grossman and Summers, 
1980; Soskis and Jaffe, 1979; Roth eti.al., 1980).' In general, 
p^cients do' not have a *very hi'gh level of understanding of consent' 
infol'mation. However, wheA comparing studied of me&ical patients' 
comprehension(^th studies^of psychiatric patients, understanding 
in both groups seem to be fairl/ equal (Grossman and Summers, 

.1980; Soskis and Jaff e, ^1979) . * Ati example of this is seen in 

' * t • ■ ' * 

^one study which fQUn4 thatt schizophrenic patients understood 
about 50%. of the materiaJr^on a^consent form which was read to 
them (Grossman and Summers, 1980) . In a direct comparison 
of psychiati^ic and medical* patients rt was found that 
schizophrenic patie^its were more aware* of the risks .anA^ide 
effects .of €heir medication t.han were m^edical pati»fW:s (Soskis, 
1978). On the' other, hand medical patients were oetteT informed ^ 
.about the name and dbs^ of' their dedication ais well as their 
'diagnosis. The^ poor knowledge ^^£^di^£jjos-is by psychiatric patients 
may be partly a result of a general reluctance by 'hospital- staff 
to tell patieits that they have schizophrenia. Related to the 
comprehension level of psychiatric patients are studies v^hich 
hav.0--examined the litera.cy« skills of these patients . Despite ^ 



''"the fact that psychiatjric patients' ctfmpreheinsion of consent 
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anformation seems to be ec^ual to medica;^ pa-tients, researcfi 
indicates that their reading comprehension scores were only 

at the fi^th grade level CBerg and Hammitt, 1980; Coles tt al., 
1978). As a re*sult,' a suggestion is made that hospital- 
documents be simplified for psychiatric "patients (Berg and 
Hammitt, 1978) as som'-e have suggested for medical patients. 

"In studies of *psychiatric- patient ' s ability to consent 
to hospitalizaiton; the result^ indicate that level of knowl^ge 
of patient rights is relatively pooT ' (Appelbaum et al., 1981a; 

•palmer and Wohl, 1972).' However, as the authors mention 
is important. to know whether medical patients would score higher 
than psychiatric patients and also it is important to separate 
out what was the result of patients' inabilities and deficient 
information- giving on tife part of 'the hospital, admissions service. 
In contrast to the studies which conclude that psychiatric 
patients mdy not be competent -t<i give consent, one study 
concludes that 93% of the patients give a valid consent 
(Dabiowski et.al., 1978). Howevej/, the standard for competency 
was set much lower than the other studies described here. 

In a study of consent to ECT. (.Roth et aK, 1980) it was 
'found that,' about 25% of the patients- were found to be incompetent 
based on their understanding of consent information and independent 
judges' opinions about their compreh^sion. This^stady is the , 

r 

« first which has taken- a comprehensive approach by coordinating' 
objective inf<«-mai:i©fi"CiTe . , patient comprehension) with, legal, 
judgments and psychiatric opinions and seems 'to be a fruitful 
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direction for further research. \ « 

A few studies of psychiatric patients have examined 
the, relationship between understa^nding and the decision to 
consent or refuse th^ proposed procedure (Grossman and Summers, 
19&€; Roth et-al., 1980). They found that, like medical patients 
psychiatric patients who understood more of the consent informa- 
tion tended to agree to the procedure more often. * ^ 

With re$p6ct to patients' rationale for deciding to agree 
to a treatment or research iTfbtocol, results are not clear-cut. 
One study foufid that the risks of psychotropic medication did^ 
not play a role.in patients' decisions to refuse medication 
(Applebaijjii *and Gutheil, 1980). Psychailogical factars were 
.cited as primary reasons. It is diffitult to compare these 
results with those from medical patients because no medical ■ 
study to date has attempted to delineate the psychological 
factors examined., i» the psychiatrii/ study . In a stiidy (Stanley 
et'al., 1980; Stanley et al., 1981) which examined psychiatric 
and medical patients' willingness ^to participate in a series 
.of hypothetical studies, no differences were found between 
the two patient groups. Both psychia.ttic and medical patients 
agreed to participate in the studies in a manner which was 
consistent with the level of risk attendant to the study ' 
protocol. It is important to conduct a parallel study which 
investigates participation rate in act^^l projects. 

Overall, the' empirical research on competency shows that 
psychiatric patients do have some impairment in their abilities. 
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However,- some o£ the research also shows that in some respects 
they do not differ from medical patients. As * a result, further 
"studies which utilize comparison -groups , particularly medical 
patients-,- are vital if conclusions' ar^ to Sedrkwn about any 
one group-o^ patients. In addition, if is also important to 
■ state precisely. the 'Standards used- for determining competency, 
"so thafcomparis^ons can be more readily made^ from study to |^udy. 
Conclusions, such *as *only a "quarterof the patients could give 
true consent" (Pryce, -l^yg) , are 'helpful only if the crite.ria' 
for true consent are disclosed. 

^ ' Conclusions ' ' . ' , 

This review has attempted to highlight major findings on ,, 
^ informed consent in four areas: 1. disclosure and comprehension; , 
2. patient reactions to the consent Iproc^ss , 3. the decision- 
^' makii^ process and 4. competen^'x to g^e consent. 

Areas for further investigation were particularly emphasized 
and can be summarized as follows: 

1. Further study of comprehension of consent information 
should include careful documentation of what was disclosed to 
the pal:ient in order to make assessment of comprehension meaning- 
ful. Also, a more ciN^ative approach than straigh^if orward • 
knowledge tests, to the assessment of eomprehensiori Is ' ^ 
^ called for. ' • 

2^ 'Comparison groups are of utmost importance if our 
'findings are to be - interpreted meaningfully. It is. not possible 
-to conclude that one group of patients is not competent,./^ we 
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do not have a standard of comparison* 
. . ' . 3* In this regard,/clearer criteria for competency 
. to ci^nsent to research should be developed. Those criteria 
should be explicitly stated in each study so that comparisons 
can be mdre readily ma'de. The dividing line between comp.etency , 
and*ihcompetency should be systematically formulated. 

4. Multivariate studies which examine the inter- 
relationships among relevant variables ahould be undertaken. 
For example, the relationships among methods of disclosure, 
rationality of decision-making, comprehension of Ctmsent informa- 
tion, and f inal*^onsent decision has been investigated only to 

a ^imited extent. . The 'multivariate app-roach offers -the . 
advantage of comparing different means of * assessment anci methods 
on the same , population. As a result, .findings can be stated more 
conclusively. ' .a-. 

5. ' In'the same vein," comparisons of^p^tient 
characteristics across patients groups seems to be^ important. 
Factors, such as the effects of ^hospitalization on the ability 

, to give consent, have^pt been investigated. Relevant research 
is of practical value wiith respect. to timing ^of consent . Other 
factors which may dnf luenp^e ^pbnsent siich as whether or not tlie~" 
^pitient is medicated^ educational level and whether the ^ 
^ "hospitalization is voluntary or involuntary , >may be ii^^pbrta^t 
^nf-luences on abilfty^to. consent and they require further study. ^ 



77^^ would be fruitful to appr^oach research on 

- ' .- * 

consent by mOire fully "meshing experimental methodology with clinical 
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research'. Techniques can be borrowed from^ecision-makiHg 
research and from social 1)sychology ' s research methods. By 
utilizing more refined methodology', internal validity of our 
reseal-ch will.be enhanced. This in turn, should be balanced 
by the more traditional clinickl 'studies whi.ch. have great5.r 
external validit/. Som.e attempts have been made to study . 
..consent to .psychological research in this way (Bercheid et al., 
1973; karr and.Seaver, 1975; Michaels and Getting, 1979). 

In conclusiojv, with regard to the, consent process, more 
questions are tin^Jswered than^ answered at this time.. Much 
additional empirical work is required to answer these questions, 
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An Agenda for Research on Competency to Consent* 

* ' '.:\ 

' At the NIMH ^orkshoji on competency and the capacity , to consent 
the participants all endorsed a clll for. mote empirical research* 
it is, of course, easy to^ dismiss a plea for more research;by - / 

-researchers. I am often cynical df supli positions myself. But / 
,in this case, more empirical research is not onljj in the best 
interests erf researchers in the field.^ If properly conducted, such 
research could contribute significantly to important ethical ,and 
public policy questions. At the moment, our empirical understanding 
of the relationship- between competency and consent provides a grossly 

% , , 

inadequate base fpr medical decision making and for the 'development 

of reasonable public policies. ■ « ' * 

For'.about four hours, bur group tackled the charge of developing 

an agenda j^or empirical reseai;ch on competency "to consent. "We 

were asked to identify tliose areas where empirical rel^arch was most 

needed, both from a theoretical and an applied perspective. -What 

follows'is a distillation of that morning's discussion/ organized 
• * 

around thei, f ive major area,s 'or topics 'whicH emerged- ciaring our -'^ 

conversation. These areas were;^^ comparative studies; studies of 

m ^ * , ' . " 

voluntariness and disclosore; \studie§ to 'develop dmpipcical tests 

of competency; .3tudies to improve the^ consent process; and stucj^es 

of proxy consent. "! ' - ' * 



Comparative Sttidies — 

A particular psychiatric population's (e.g., schizophrenics) 

capacity to consent cannot be properly evaluated without reference 

to the capacities of other populations, psychiatrically impaired 

and otherwise. More research is needed which directly compares 

different groups on a series of factors 'including decision-making 

l^rocesses, decision outcomes,' cognitive "capacities, and compre- 

hensioh of disclosed information. Examples of such studies include 

research which would compare (1) " patients with diffejjfLng psychiatric 

diagnosis, (2) psychiatric patients with medical^patients whose 

illnesses involve losses of cognitive functioning (e,g,, neurological 
* * . * 

and neurosurgical patients, dialysis patients), (3) psychiatric 
patients wrth chronic pain patients and otherwise seriously physically 
ill patients, (4) psychiatric patients with normal volunteers and 
(5) psychiatric -patients with researchers. In addition to determining 
whether' these groups differ in their caj)aciti^s to consent, these 
studies should examine whether the groups differ in t'heir personal^ 
moraL or cultural values. , • 

Studies of Voluntariness and Disclosure- 

In many instances, it is difficult to distinguish issues of 
psychological competence from questions of voluntariness and the 
eftects^f external constraints on autonomous choice. For example ^ 
it is possible that psychiatric patients and medical patients do not 
. differ as much in their capacity to comprehend information as in 
their perceptions of the consequences of refusing consent, The*se 
differing perceptions may relate to the system' of . involuntary civil 
commitment which exists for psychiatric patients, but not for medical 
patients, ^In addition, research is needed to examine the effects 
of ifts^titutionaliaat^ipn on the consent process, both for psychiatric 



populations and for other groups, ' 

, Issues about competency are also related to questions about* 
disclosuije. Studies are needed to determine whether ^^psychiatric 
patients differ from other people in their information preferences 
(how much and wh^t kinds of information they want to be told) , as 
well as in their cognitive reactions* to information. In this 
research, it would be particularly 'iilteresting ,to identify whether 
psychiatric patients who are being^redruited 3S research subjects 
difffer from investigators in their percfeptions of the kinds of ^ 

— — « , 

information that should be exchanged. 
\ 

Studies to Develop Empirical Tfests of Competency to Consent 

There was substantial difference of opinion as to whether the 

field/would be better served^by simultaneous exploration* of multiple 

(often donf lictj.ng) tests of competency, or by a more theoretically "N^ 

guided research progfanf in which emphasis is placed on developing an 

acceptable definition of Competency to consent. Practical considerations 

' ' J* 

''argue for validity and reliability testing of alternative competency 

scales. -Itl this context, the issue of predictive validity was much ^ 

« 

discussed. Screening instruments designed to assess patients capacity- 
to understand could be vali4ated a^^^Lst a criterion of actual under- ^ 
standing of disclosed information. . Also discussed was the /question 

^ / * > 

of how understanding could best be operationally defined, /and whether 
the 'capacity to make logical deductions from inf ormatioir is not 
.central tp understanding of the information. - t ^ 

Studies t.Q Imjtroye the Consent Process ' . 

In addition to studies to develop tests of .competency to consent, 
re$earchers*need to evaluate interventions designed to make "incompetent" 
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patients competent. Education and communication -are cen^T?^! tp the 
capacity to comprehend. More research is 'needed to delimit the 
extent to which educational techniques could improve psychiatric 
patients* abilities to comprehend, and therefore to consent. Research 

l^^lso needed to identify the cdsts associated with such techniques. 

^^^^^ 

While it'maJKbe possible with intensive enough instruction to make 



inany or even' most patients "competent/^ the ^quest?4,^nj:craains whether 
the result is worth the ^fe^forts. Costs to the health' care system 
as well as .the diversion of resources from the therapeutic enterprise 
must be ^considered. 

Studies of Proxy Consent , ^ . 

Although there has 'been relatively little research on competency 
and the capacity to give consent, there has been even less research 
on the relj|ted practice of proxy consent. Research is needed to 
identify who best approximates the patient as decision maker under 
differing circumstances. Research is also needed to determine the 
kinds of people patients prefer as proxies and whether or under 
what circumstances proxies reach different decisions than patients. 

Related to issues about »pr>oxy consent are questions about the 
role thpt family members play in the consent process, whether or not 
patients aije viewed as competent to consent. Little' is known about 
who actually participates in the^ decision to consent to reseafrch or 
therapy. To the extenf that the decision making unit includes other 
individuals besides the^Bcient (family and/or- ph/ysician) , judgments 
abQut the capa cities of ^Rients may be less central than judgments 
about the competency and autonomy of the expanded decision making unit 
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APPENDIX . . * 

-DHHS Regulations an<}- Psyc^^tr Ic Research: 

New Guidelines for I n formed. Consent , . ' 

^ ' * ' Natal le- Re^tlg, B.A. 

harmaco I og Ic and Somatic Treatments 
;,RVsearch Branch - ' 

"^^atlonal Institute of Mental HeaLth 
Room '10 C 06 ^ ' , ^ ' 

Rockvl I le, MD. 20857 




The author Is ^ speak I ng' from' her own knowledge of the 
regulations. The op I n I ons ' expressad are "those of the 
author and do not necessarily reflect the official policy 
of the National lns;Htute of Mental Health. 

7 ' 

J- 



'New federal regulations to-gov^rn research^ with human subjects supported 
or conducted by the Department of Health and ^uman Services were published- 
In the Federaf Register on January 26, 1981 (1) and will go Into effect on. 



July 27, 1 981 . This paper will discuss thos^ portions of the reguljatlons 

^ \ ^ ^ 

which relate most directly to the critical Issue of Informed consejit* 

' . ' ^ ' \ . m 

Concern about this process has created one of the ma Jor- pr act lea I problems 

( . ■ ' . - 

facing research'^ln vest I gators working with persons^ whose ability to make 
decisions on thelrown behalf Is not ascertained at the time of _entry Into 
consent 'negotiations. We have developed the phrase "persons of uncertain 

♦ , ^ * 

competence" to describe this population. 

The Department has Intended the regulations to be f I ex I b I e enough to 
mee'f the need for any safeguards required to accomplish adequate prot.ectlons 
for vulrTerable human research subjects. With respect to the requirements 
for Informed consent procedures, the , new regulations allow substantial 
discretionary powers "to J R§.s and encourage adaptation of protective measures 
to suit the needs of Individual protocols. 

The categories of subjects Identified as possibly "vulnerable" have 
been expanded. These now include person^ with acute or severe physlpal or 
mental Illness, and persons who are economically or educationally 
disadvantaged; (1,^ at 46.111 (b). I nst 1 1 ut I on^ I Jlev I ew Boards (IRBs) are. 
also cautioned to pay special 'attention to research Invofvlng hos|) I ta I f zed, 
patients, other Institutionalized persons or d I sproprort lonate numbers of • 
raclaf^ol" eth^nlc minorities or perso*ns of low 'soc loeponoin Ic status. ('l / p. 
8378^, <^ol ^2, Par. 1 ) , ; ' • ^ . / ' 
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I 

Lnvest t gators are required seek x:ons4nt only under circumstances . 

thaV^mln I rg^I ze the pos's I b 1 I I ty of coercion or lundue Influence and that 

prov^e prospect I ve' subjects sufficient op^por3-un I ty to consider whether or 

not to"* partic Ipate. The Information given must "be In language 

undersHnda|)le 1-0 the subjects (1, at 46.116\, Consent must be obtained a' 

- / . ' \ ' . . 

el theV frp 'the, sub ject . or i^^om the subJect^s 1 lega I I y authorTzed . ^ 

repre^^tat I ve, \ No Apec I a I Instructions are given copcern I ng' how to 



t . 



deternfln^^ when the i^prxesentpt I ve steps In or who th^ (^nd I v I d ua I must (on 

evea x'ght^ te. Sub^^Sts who are adjudicated as legally Incompetent ivin 

have an appoVnted leg^l guartllan. For persons FUNGT IO>IALLY but a^ot legally 

I ncompeten^,^ rt J s usua M y\-h*e^ mo.^t av^ab'le nexf ofkln. 

In cases of doubt as ttp functional comp,etency, a common pr act I ce among 

researcher . Inves;t I gators * Is .fo ^^deteipm-I ne th*at the s'ubje^ understands tihe, , 

content of the conser>t' form} A great cje'al of time and. effort Is spent^ 

designing and mod 1 f yl ng qonsent forms to ensure' fhat^ they contain at least « 

the fplnlm'um Information which subjects shoujd h^l^' tq understand In or.der to 

wejgh for themselves the .pros and , cons, rlsks*anc} b^n.eflt^, of thePr own • . 

V. _ * 

participation In the research. > ^ , . * 

•The new regulations require e Kght separate elements of In f or>nat loa to' 

be^xeveai ed, and suggest an add It lona I elements 'Iwhen appropriate", (1, 

at 46,1l6,^ See Xppertd rx)\ "The "stan^aJ^d" for functional competency becomes 

more^fflcult to meet as the number "bf elementvs consldeiNed necessfary for 



"val Id" 'c6nsefttv,.^J^nc^ For this reason. It. Is extremely Important tVat 

the ne^w r^gu I a.tii[ons allow-IRBs to approve consent forms which ,do not 
IjTCludte, or which 'al ter,' some or all of the el ements ^^o^f'^^nf orm 
to approve waiver of the requirement to obtain Informed consent altogetTerl ^ 
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this will be allowed only wh^h:'^ ^ 
n the research Involves no more the minimal risk 
^' \ * 2) theNalver ^^r alteration will riot Qdversel y. affect the/ 
/ rjghts* and we I fare, of the sub^fects. 



_ ' ; TT the ^ra^ei^arch,.cou I d not practicably be^ carried out^ wl thoyiK. 
^the walyer or alteration; f 
AND. M) when ap|xropr Ute / the subjects will be provided wlth^ 

, add It lonaU • pert Inent^ Information ^af ter' partJc Ipatlon • ( 1 , 
• at 46.116 (d). • V ^ « ... 

With respect to persons of "uncertain competence", e.g.i, persons with 
chronfc or acute' mental, disabi I ItTes, v Icttms of /acc I dents, persons being' 
treated wjth drugs wfilch Impair mental f undt lx)n I ng, aged J)ersons with' 
diminished capacity^ or 'persons of limited Intelligence, the DHHS 

.recogn I zes that Indlv^Jduals possess Varying degrees of capacity to 
unders?tand and that a part I cu I ar 1 nd I v I dua I •$ capacity can var'^ /from time to 
i*lme. Al lowance' for 'alteration or waiver of the elements of lnform>K ; 

Consent ^can serve as ^ Just I A cat I ot'n- for talLprlrig- the Smburit an4 complexity, 

^ • * * * * *. ** • . < . • 

of Information to l?e provld^d'ln th^ consent* process wfvere potential- 
Sub J.ects- are :i Ike I y to have somewhat Impalr^^ or l imited papac l-ty tor ^ 
: 'unJerstjaif^d,* Under these c*l rcum$tarices, alterat^6ns or waivers should ' 

N . . ; • , • , 

';;\o.nly be approved:' 4 ^* ^ ' ^ * * ^ ' ' 

f/' ^ • ■ ' *r ' « . ' ' ^ . / *• - 

' I )^^for/use wKth sub'Jects ' wivo "^are functional l ^ 

' " * V ' • " ^^ . ' . ' ' , ■ ■ 

tcr, give con^nt' artd* ^. - ^ . ' ' -v., 

•i'^^^r^^O^ +1^^' P^/pos§"rs^ ifb Insure Jhat these ^sub/ects: receive . Information * V 

Vthe'^aVi r'e'asofva'ti I y^;be' expdct^d'^'to undarst^hil Jn * order to >ake|^ a' 

||K;nowle(i.g^eabJe^ tfielr- participation jjn, the /rese^kajK^ ^ 



-7% ^ 
In s.uch'c^ses, the IRB shall Insure that proced u'res^ are develope:' .c, 

-seek consent frbm subjects at a time when they can make a reasonable 
judgment, and to determine that eactt subject has s^f flcle-nt capacity -fo gtve 
consent." (t, at ffage 8383, col. 2, ParJ 1) • , ' -j 

NOTE These Instrg^gt 1 ons are not Incorporated Into the body of the 



regulations, they appear .In the preamble. However, they can and should be 
adopted by IRBs. as: standard procedure. . >^ . 

The Implications of th.Is new poJIcy,for psychlatr'Ic research may. 'be^ to * 
.en^able part 1 c Tpat Jon by subjects who mIg.Kt otherwT%e be cpasjdered . to 

give a. "valid" consent^ If obliged to absorb each and every one o.f the 
required "elements". The option to tailor- the content and - presentat Ion of'. 

%k r > ' * 

• V ^ , . • * • ■ 

Infqrmatlon In oi;der^to 'op^t I m I ze the possibility for persons to make their 

\ , ■ ■ ■ . ■ ^ \ 

own decisions' should e.njiance the self-respect and aufonomy of the so-calledl 

"mental ly disabled". -It should, al so ..encourage much needed research bv 

avoiding- a reffanpe upon adver sar I a I . andj" I ega I 1st Ic" procedures In 

■t. , , i - - ° ■ • . 

the CQnsent process. " , » v- 



Two questions Immediately arise. Waivers or alterations are only 



allowable ln^"mlnlmal risk" research with subjects who are "functionally 

competent". Wha.t qual ifies a's "minimal rlsk^ research? How, 'by whom, and 

'"ft* ■ , ' * • ■ . 

with what criteria sha-.l l.f determ Inat I ons/of , J' funct lona I- Competency", be made? 

The fll-st qOestlon ijs mqre easLfy addressed^ The new regulations * 

define itiIn|.,tT|al risk res^aitch research In wh I ch . . iit'the.' r Ks'ks of hat:m 

• VanfTcIpated are Vnpt, greater, coijsidering probab 1 1 1 ty and/ magn I tude , than 

those ordinarily encountered In dally I l.f e or during the p«}r f^ormance Jf 

.routine ph-y'^Lcal or p^^chq^oglc^l examinations or tests.'" (1, at 46 102)' • 
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NOTE: "THE DHHS HAS REWORDED THE FINAL REGULATION TO REFLECT ITS INTENTION 
THAT THE RISKS OF HARM ORD I NAR I LY . ENCOUNTERED IN DAILY LIFE MEANS THOSE " - 
RISKS ENCOUNTERED IN THE- DAILY LIVES OF THE SUBJECTS Of" THE RESEARCH." 
at p. 8373, col, 3, Par 1), Thus, an IRB might consider certain, procedures 

* 

to ''be "les's t^fj-an minimal risk" If they do not Increase the risks to which 
the subject- Is otherwise exposed In the course of his or her dally routine* > 

The second quest Ion can on I y be ^^^^^^ don^^ know" . Research 
I nvest I gator s worki ng with- popu I at lon^ fitting the desdrlptlve term of ^ 
'l^uncertaln competence" must'^gln to quest Ion. and study thl^ problem. The 
practical ap.p I Icat Ions of the knowledge to be generated from studies of the 
dec I*»^l on-mak 1 ng and consent processes extend beyond the^xesearch setting. 
Problems emerging frbm I^np I ementat lorv^of the rights of Institutionalized 
psychlatr Ic .pat len'ts to, refuse treatments wl M be addressed through thes^ 
enqu ! r t^es' a's will problems concerning establishment of theff^ "vol untar/" or 
"Involuntary", residency. The search 4or cause, prevent I on and' treatment of 
menta I -1 1 I ness6s *wt I I be much furthered, by attention t,o -these critical 
Issues. . Enhancement of the communication between subject and Investigator 

or client ^i^practjt loner will promote the therapeutic partnership Which 

^ \ . . ' • ^ ^ * - . ^ ^ 

the , heal'lng anU, research arts require for opt ImgikVesu.lts; 
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appendix' DHHS regulations '/s CFR 46 Subpart A 



1.^ INFORMED CONSENT 



A. List of Required Elements! .46.116 (a) 



"Except as^provided elsewhere. . •no investigator may involve a humcin l^eing 
as a subject in research covered by these regulation^ unlesq the investigator 
has obtained the legally effective informed .consent .of the siibject or the 
'subject's legally authorized representative,- 

No informed corisent, whether oral or written, may include any exculpatory 
language through which the subject (or the representative) is made to waive or 
♦appear to waive any of the subjectjs legal rights, or releases or appears to 
release the investigator, the sponsor, the institution or its agents from 
licibiiity for negligence," , ' - ^ * 



Except as provided in paragraph C, the following information shall be 
provid^^^o each subject: ^-^ ^ . ' 



1) A statement that the study involves refeeeiSrch 
^ an explcmation of*' the puy^ses of t^e research s 
the exp€ict^ duration 6f the subject's part.icijpation 
a . de script idh of the 'proc:edures>» tp^ be followed ^ 
identification ^f any procedures, whicih are experimental. 



2)* A desctiptitml of any reasonably foreseeable risks br discomforts \o the 



Subject ■ * 



4 



3) A description of any benefits to the subjct or to.otherf which ijiay 
reasonably be expeqted from the research. 



4) A disclosure of appropriate alternative "J^rocedures or courses of- 
treatment, if any, that might be advanta^ous to the subject. 



5) A statement describing the extent, if* any, to which confidentiality of 
records identifying the subject will be maintained. 

6) FOR RESEARCH INVOLVING i^ORE THAN MINIMAL RISKi An explanation as to 
whether ^y compensation and an explanation as to whether amy medical 

treatments ajfe availal^e if injury occurs and, if so,. what they consist 
^ of, or where further information may be obtained^. 



7) An eicplanation of whom to contact, for answers^ to pertinent questions 
^ about the research and subjects' rigfit^, and whom- to coijfcact in the 
event of a research-related injury to the subject. 

4^ ^8) A statement'' that participation is voluntary, refusal 'to participate 

• /' , 

will involve no penalty, or loss of benefits to which the subject 

. ^^^^^^^^^ 

is otherwise entitled, and the subje,ct may discontinue participation 
at any time without penalxy or^ loss of benefits to which the^ subjct 
is otherwise entitled. 
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,B. List of ppdidjaal Elements 46. lie (b) 



When appropriate , 'cxh^^or more of the followiri^ elements of information 
shall also be pzrovided to each subject: 



1) A statement that the partici^ar^reatment or procedure may involve 
risks to the subject (or to the embryo or fetus, if the subject 1^ or may ^ 
become, pregnant) which are currently unforeseeable. 

2) Anticipated circumstances under which the subject participation may 
be terminate by the investigator without regard to: the subject^s consent. 

• ■ .\ - . . . 

3) ^y additional costs to the- subject that may result from participation 
in the research. 



k) ^The consequences of a subject's decision to withdraw, from the Research 
and B^rocedures for orderly termination of participation the subject. 

5) A statement that ;5ignificant new findings ^dev&loped during the course 
of the research which may relate to 'the subject willingness to continue * 
participation , will be provided to the subject. ^ 



4 

6)^ The approximate number^of subject'^ invol^jed, in the study;- 



c\ Waivers and Alteration: 46.116 (c) ' ' " 

An IRB may approve a consent procedure which does not include or which 
alters, some or all of < the elements of informed consent set forth above, OR « 
WAIVE THE REQUIREMENT TO OB'TAIN INFORMED CONSENT providecf the IRB finds and 
♦ documents that: 

1) the research is to 1^ conducted for the purpose of (Remonstrating or 
evaluating i) Federal,. state, or local benefit of service programs which are 
not themselves research programs, 

' ii) procedures for obtaining benefits or services under these 
programs, • . 

OR iii) plSssibjfe changes in or alternatives to these programs or 
\ procedures; ' ^ ^ 

l^h^research could/not practicably ^ caiyied out without tJ^e waiver ^ 
Ox: -alteration ^ . . 

^Large scale" behefit and 'services research, 

^"The» Department concluded that IRB review of studies of federal, state, ^ 

or local benefit or s.ervioe progr^i^s is • appropriate^ and desirable, even wheJi^ 
* / . - * 

' itj^may ^ impracticable to obtain the informed consent of .the sxibj^ects. 

Therefore, research of this kind will NOT be exempt from IRB r^^i^iew or 

approval requirements, BUt em IRB may approve waiver of some or all of the 

vj^fbrmed consent requirements." * (FR:46:8383, J^. ^6, 1981) / . 
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OR WHEN: (46.116 (d) " • " 

1) The research involves no more than minimal risk to subjects; 

2) the waiver or alteration wi^Ll not adversely affect the rightjs and ' " 
V welfare of the subjects; ^ i - j . 

3) The research could not practicably b«e earried out without* the waiver or 

altcratic^; AND ^ • * ^ " - 

4) whenever appropriate, the subjects will be provided! wi^ additional 
pertinent information after participation. 

^ d; Documentation of Informed Consent; 46.117. 



3^- 



Except as provided i>i paragraph (c) , informed consent shall be documented 
by the lise-^f a written Consent form approved by the IRB and signed by the 
subject or .the subject's legally authorized representative. ■ A copy shall be 
given' to tjrfe -person signing the foriff; 



. The consent forirrmay^bl'^ither: 



o 



• • • 

1) a written .consent document that .eirfSqjJies the elements of informed 
consent required by (the tegulations) . This form may fie read to the 
subject or the ...legally authorized representative* (and) either...' ^ 
(shall 'be given) adequate opportunity to. reetd if' before (signing). 



2) a "SHORT FORM" written, consent document stating that the elements 
of informed consent required* . ♦have been presenlS^d orally to the 
subject or the ♦♦♦legally authorized representative. 

When this tSH<5RT/F0RM) method is'used; there shall be a 
witness to the oral' presentation* .- . 

\ 

The IRB sfiSll approve a written summary of what' is to be said to 
the subject or the Representative ♦ 



Only the short form itself is to be signed^ • ♦However, the witness 
shall sign both the short form and a cbpy of the simimary. The person 
actually obtaining the consent^ shall sign a copy of the summaucy. 



copy of the* summary shall be c^jLven to the subject or the 
representative in addition to "a copy of the short form. 



9 



■ ■ m " 



£• Waiver of Requirements fot [documentation of Consent: 46.117 (c) ' 

An IRB may waive the requirement for the investigator to obtain* a 
signed consent form for some or all subjects if it finds either t 



1) that the only record linking the subject and 

^_ _ _ _ _ . • . 

the research would be the consent docmelit and 

the principal risk would be £>otential harm 



resfulting from a breach of confidentiality. Each 



subject will b^ asked whether the subject want^- 
docmentatation linking^the subject with the 



research, and the subject's wishes will govern. ^ 



1 • 



< 2) that the research presents no more them minimal 

risk of harm to subjects and involves no 
procedures for which written consent^^is normally 
requir^ outside of the research context* 

^ ' ' ' . ' \ 

In cases where the documentation requirement is waived, the IRB may require 
the investigator to provide subjects with a written statement, regarding the 
research. * * ^ 
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AGENDA - ■ WORKSHOPT- EMPIRICAL RESEARCH* ON INFORMtD CONSENT 

WITH SUBJECTS OF UNCERTAIN COMPETENCE " 

Oanuary 12-13, 1981 Conference Room C, Parklawn Building 

8:30 A.M. Self-Sfervice Cofffee- Parklawn Ca/eterla 



9:00 A.M. . * 

Welcome arid* Introduction to the workshop Natalie Reatig, Convening Chair ' 

(15 minutes) "~ Oerome Levlne, M.D., Chief, 

. ' Pharmacologic and Somatic Treatmen-^ 
^ Research Braijch, NIMH 

NIMH Research 'Pol Icy and the Status . Lorraine Torres ^ Associate Director 
of Federal Regulations: Informed for ExtramurallPrograms 

A^onsent and the "Mentally Disabled" . 'NIMH ^ 



(15 minutes.) 

' ' ° *^ • 

Mental Health Research- and Problems- - ' Loui§ Wienckowski, Ph.D.* . 

•of Consent and Competence • * Director, Division of Extramural • 

dominates) Research Programs; - • 

t ■ Acting director. Office of 

Questions' (5 minute's) * . Extramural Projiects Review, NIMH 

•Prepared papers: WHAT WOULD IT MEAN TCf BE COMPETENT E-NOUGH TO CONSENT TO . 
. • . • OR REFUSE PARTICIPATION IN RESEARCH? J^. _ 

Phil o'scfphic^l Overview (20 mijnutes) Bernard Gert,* Ph.D. 

-Questjons for clarifipation (5 - 10 minutes) 

Legal Overview , (20' minutes) ' ' ' ^ Alan'Meisel, J.D. • 

Questions, for clarification (5-10 minutes) - ' ' ^ 

' Psychiatric Overview . (20,minutes) Loren Roth, ^f.D.,,M.P.H. 

^ ' ' , : Paul Appelbaum, M.D. 

Questions 'for cUriftcation J5 - 10 minutes) 

Discussion (1 hour) * ^ Moderator: Ruth Faden, Ph.D., M.P.H.' 

. *\ ' ' • - . ' 

LUNCH Parklawn Cafeteria / ^ 

' Prepared paper: >REVIEW OF THE LITERATURE: EMPIRICAL STUDIES ON 
(20 ininutes) ' COMPETENCE AND CONSENT. Barbara Stanley,- Ph.D. y 

•M. ' ■ ' - ■ . ■ 

"Investigator reports on research in progress* Moderator: Natalie Reatig 
■ (1 1/2 hours) . " ' - . 

.Discussion (I'hour) . Moderator: Ruth Faden, Ph.D., M.P.H. 

6:00 P.M. COCKTAILS AND DipER Bethesda Marriott Hotel, ^ ^ 

1^ ■• . • BeTlo^Mondo Restaurant 

Tuesday, January *13 • , , ' '. 

;9:00 A.M. ^ ' 

• Developing an agenda for research Co-Chairs: i^uth Faden,. Ph.D. , M.P.H. 
'^''cussion by the group) Natalie Reatig 

ERIC ' . ' ' ' 

ai^URNMENT APPROXIMATELY 2 P.M. ^188 ' ■ , 



V<ORKSH0P: EMPIRICAL RESEARCH ON INFORMED CONSENT 
^ WITH SUBJECTS OF UNCERTAIN COMPETENCE 

January 12-13, 1981 Rockvllle,- MD. 



■''<^„ List Invited Guests 



Mli-clTerr~BT~ffalter, PIiTD . 
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^ " Ch lef , ' App I led Therapeutics 

q'ftd Hea I th' Pract Ices Program 
9C-^3 Parklawn Building 
^ National Institute of Ment^ Health 

Marine Bestu.1, M.A. 
Mental Hea I th -Serv I ces 
^ • Devel opment Branch ^ ^ 

MC-py Parklawn Bui Iding _ ^ _ „ 

K National Institute ofHiiental Health 

' ' ^ ' c • 

y 

» 9 ' 

LleweUyn B. Bl-gelow, ^.d; . 
Dlvislod Director • * . * 

WI I I lam A» Whfte Bui fdlng 
St» Ellzabeth^s HospItaT . . ' ^ 
Washington, D»C» 20032' * ^ • ' " . 

'\ ^ Lyie fiivens, Ph,b» " 

f , Acting Director ' 

* ' DIvjsIofv of Ex'tr a.mura I 

Research Programs 
10-105 Parkla>fn Building - 
National l/ist I tjjte* of Mental Health 

- ' ^PhlMIp,pe Cardoo-, W.D^ * 

^ Consultant * ^ / 

^ * . ' Office fof^ Protection f^om Research Risks 

* 2*2Q9 Parker Av'enue , * . . 

, ^ Wheaton, Maryland 2Q902 

- . ^ 

Betty Cooke ' - 
^.Specl^al As^IstaAt tp'th^ Associate 
^ ^ 'DIredtor for Extramural Programs 

17C-26 Pa«»klawn BuT'fdlng 
National I nst.Itute .of Mental Health 

. . , • Rex W. Cowdry, M.D. 

. Chleis, OutpatIe;it Unit 

Bulldln^-10, Room 4S239 
,^ ' '■ '"rfatlonal institute of Mental Health 



Howard Davl s, Ph .p. " , 

Chief, Mental HeaLth Services 

Devel opment Branch 
nc-17 Varklawn Butldf-ng 
National Institute -of M^tal Health 

Mary Dewire, M.A., J.D. 
2859 SMchter Hafl A 
University of Los Angetes 

at Cal Ifornia 
Los Angeles, California 9Qp24 

* 

F.'Wl(ljam Dqmpell, Jr., J.D. 
AsslsT^At Director, Offtce^for 

Prot<a(ct Ion' from Research' Risks , 
Westwoo^d^Bu I 1 d lag. Room 3A-17 '^^ 
NatlonaV Institutes of Health 



Joel Goldstein, Ph.-D. 
Execut I ve Secretary^ « - 
Basic Soclocu Itura r Re^arch 
Rev'l^w Committee ^ * 
9C-26 ParJ<lawn Bulldfng" . * 
National, Institute' of Mervtal. Health 

Robert Goldstein, M.D. - 
P^yqhlatry Service 'Ootpatlent ^ 
^, Department ' , ^ * • 
Manhaftan VA Medical Center 
24th Str^ee-^ and^FIrs;}- Ave» 
'Ne>f YorK; New york MOOlO . 

I^'red ,G66dwln, M^p# 

Cble.f, 01 lalcgl Ps^choblo'logy Branch 
Bui Idln"^ 10,. Room 4S239 , ^ 
National Inst Ptute of. Mental Hea.^t^ ^ 



Mlch0l le. Harvey 

Deputy. As^oc I a^fe Adm { n l.s+rator , for 

Extratnuraf Programs . • ^ > 
li5-l05 , Parle l;awn"^Bt*I I ding . ^ , * 
A I cohbl ,*'Drtig Abuse 3nd Men^fal Health 
ABmlfrJ^tratlon ^ ^ ^ 

i , **** 

NancV* King, '4»D.. 
Kenn^dY»* lpst'I tute^'of .Eth I-cs 
Geor|geto*wn University ' - ' 

Washlngt6*n, D.C. 20057 " 4 • 
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" Andrew Lautin, M^D^-' 

Department of fi^ch la-try 
/^^ New York UnlverslV^ 

Medical Center - • 

550-,F Irst Avenue • . ^ . 
New York,. New York 10010 



JoVce Lazar, Ph.D, 

Chief, Basic and AppTl^d Social 

Sciences Research Sect Ion ^ 
10e-17 Parklawn Bui Iding . 
National' Institute qf Mental Health* 

Jerome Levlne, M^D^ 

Chief, Pharmacol og I c and Somat I c 

Treatments Research Branc'*h 
10-C-06 Parklawn Building 
Nat lona I I nst Itute.. of^ Menta I Hea I th 



Richard Marcus, Ph,D« 
' • E)^ecutWe Secretary ^ 
• Treatrriefrr Djev^el op^ment and .Assessment 

Research R.evlew Committee 
9C-24 Parklawn Bui Idlng 
Natlo^nal I nst I tute 'of' Menta I Health 

^,3^ Shlrjle Margblles, Ph.D» 
\ ; . ^ Exeatitlve Secretary 

i ^, . Ep I'demlolaog Ic and, Serv Ices *?es^^earch 

^ ' • \ * ' Review Committee 

p J v^C-ia^Park|awn Buljdln'g^ 

' V, * x' National, l.nstltut^e of Mental K< 
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' • <^ °Chacles R. MacKay ,^Ptr,D» 

^ " Oep.li^y Director 

V^^^^lce for Protec'tlon from 
^' - ^ • ^ ^: .Research "Risks ^ 

— ;^ , Westwood BulTairtg,^ 3A-1.8 ^ 

' Natfdnal Institutes of Health 

^ ' ' ' . ' ' ^ . ' " ' ' 

' ' 'Charles R.- ^jcCarthy , 'Ph*D. 
' \ Director ' ^ • 

' , , , Office for Prbt>ctloJv fr'om Research Rl 

• > .,, 5,* o ^ Westwood Building", >3A-18 

. ^ National Institutes of H^^itth 



^fi^rbara MIshklrf, M,A, 

uept^fy Director for Policy Studies 
|PresIdent»s Commission for The Study • 
' of Eth I ca 1. Prob I em^ In Medicine and 
B I omed I ca t and Beha v lora I Research 
20013 K Street, N,W, Suite 555 
.Wash Ingtoji, D,C, 20006 

Donna Parratt, J,D, ^ 
lavi and Menta I ttea I th Spec la I I st 
OffI?ce of Program Development 

and Assessment 
17C-17 Parklawn Bui Iding 
National Institute of Mental Health 

\ ^ 

Nancy ^ascha I t , Ph ,D, , 
Assistant Chle^ 
Patient Rights and 

A'dvQcacy Section 
Mental Health Services 

Development Branch 
nC-03 Parklawn Bui IdIng 
National Institute of Mental Health 

John C. PetrlccIanJ, Ph.D." 
Assistant Director For Clinical^' 
Research; Bureau o^ 5^IologIcs^ ^ 
Food ^/id Dfug Administration 
8800 fockvll le PNke 
Bethe^da, Ma^lan^ 20205- - 



Genlc'e^Rbodis 
Michigan Depvartment of Mental Health 
Lewis Cass BasJIdIng 
Lansing, Mlchngan ^'48926 

LesI Ke Seal left, J.DV- 
Mental Health Law Project 
Suite 300 

1220^ 19th 'Street; N,W/.^^. , 
Washington, D,C, 2003,6 



Saleem A, Shah, PH.D. 

Chief, Center for Studies* of Crime 

and DeJ I nquency 
7-103 Parklawn. Bui IdIng 
National Institute of Mental Health 



Frank Sul I Ivan, Ph.D. ' 
Execut I ve D I rector 

Research Advisory Group ' * 

17C-05 Parklawn Bui Iding 

National Institute of Mental Health 

Lorraine Jorres . * 

Assoc I ate D I rector for 

Extramura I Programs 
17C-26 ParklaWn Bui IdIng 
National Institute of Mental Health 

\^ Lol s Welthorn, Ph .D. 

National Association for MentaT Health 
1800 N. Tenth Street 
Ar I Ington, VIrg Inia 22209 

Louis A. WIenckowskI, Ph.D. 
Acting Director 
. Orifice of Extramural Project Review 
9-103 Parklawn BuJ IdIng . 
' National Institute of Mental Health.. 

William WInslade, J.D., Ph.D. 
1 0362^ Loren zo Drive 
Los Angeles, Cal Ifornia , 90064 
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